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KIDNEY  DIALYSIS  PATIENTS:  A  POPULATION 

AT  UNDUE  RISK? 


MONDAY,  JUNE  26,  2000 

U.S.  Senate, 
Special  Committee  on  Aging, 

Washington,  DC. 

The  committee  met,  pursuant  to  notice,  at  1:32  p.m.,  in  room 
628,  Dirksen  Senate  Office  Building,  Hon.  Chuck  Grassley,  (Chair- 
man of  the  Committee)  presiding. 

Present:  Senators  Grassley,  Breaux,  and  Wyden. 

OPENING  STATEMENT  OF  SENATOR  CHARLES  E.  GRASSLEY, 

CHAIRMAN 

The  Chairman.  I  want  to  begin  by  thanking  Senator  Breaux  and 
other  members  who  will  be  along  for  taking  time  out  of  their  busy 
schedule  to  attend  a  very  important  hearing.  In  addition,  we  have 
had  a  lot  of  witnesses,  both  within  government  and  outside  of  gov- 
ernment, that  have  taken  time  out  of  their  busy  schedule  to  be 
with  us  to  study  this  issue,  to  give  us  their  analysis  of  the  situa- 
tion, both  from  the  standpoint  of  a  consumer,  as  well  as  those  who 
have  studied  what  the  problems  are  and  what  some  of  the  solutions 
to  the  problems  are.  Their  testimony  will  greatly  assist  the  commit- 
tee in  doing  our  best  to  address  the  quality  of  care  that  kidney  dial- 
ysis patients  receive. 

And  for  those  of  you  who  came  just  to  listen,  we  thank  you  for 
your  interest  in  this.  Our  committee  usually  ends  up  with  a  full 
committee  room  of  people  and  those  of  you  who  maybe  are  not  in 
here  yet,  we  apologize  for  the  room  not  being  larger. 

This  hearing  focuses  on  the  quality  of  care  of  close  to  300,000  pa- 
tients on  kidney  digJysis  throughout  the  country.  In  spite  of  the  ex- 
cellent care  many  dialysis  facilities  provide,  the  committee's  inves- 
tigation has  found  evidence  of  poor  treatment,  as  well.  Shoddy 
treatment  of  people  with  kidney  problems  under  any  condition  is 
inhumane.  Bleeding  to  death  is  never  acceptable,  like  John  Floyd 
Martin  of  Florida,  who  was  left  to  bleed  to  death  when  a  technician 
went  to  take  a  phone  call  and  failed  to  properly  connect  him  to  the 
dialysis  machine. 

It  is  important  that  taxpayers  receive  the  quality  of  care  that 
ought  to  be  given  in  exchange  for  their  dollars.  But  most  important 
is  the  quality  and  safety  of  patient  care  and  the  quality  of  the  pa- 
tient's life. 

Now,  we  have  a  chart  here  that  I  would  like  to  refer  to.  Chart 
A  is  here  and  it  shows  that  300,000  or  more  end  stage  renal  dis- 
ease patients  represent  .8  percent  of  the  Medicare  population  but 
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account  for  5.2  percent  of  the  total  Medicare  outlays.  That  adds  up 
to  about  $12.8  billion  annually. 

The  largest  portion  of  dialysis  patients  are  those  who  are  65  and 
up.  Of  particular  concern  to  this  committee  is  the  fact  that  this 
population  continues  to  increase  at  the  rate  of  7  to  8  percent  per 
year.  This  is  largely  due  to  the  growth  in  the  elderly  American  pop- 
ulation. While  it  is  gratifying  that  more  and  more  people  are  living 
longer,  there  are  increasing  concerns  about  the  ability  to  serve  this 
growing  dialysis  population  and  serve  it  well. 

Although  each  kidney  dialysis  patient  is  extremely  vulnerable,  I 
am  particularly  concerned  about  the  elderly,  who  are,  of  course,  the 
focus  of  our  committee,  the  Committee  on  Aging.  They  are  the  most 
vulnerable  and  least  able  to  recover  financially  or  emotionally  or 
medically  if  they  do  not  receive  the  best  quality  of  care  that  medi- 
cal science  has  to  offer. 

Our  first  witness.  Dr.  Bays,  will  describe  the  differences  in  his 
quality  of  life  on  dialysis  depending  upon  the  care  that  he  receives. 
With  less  dialysis.  Dr.  Bays  was  sick  every  day,  had  no  quality  of 
life,  and  was  resigned  to  dying  within  3  years.  Now,  by  nocturnal 
home  dialysis,  he  has  regained  his  life  and  expects  to  live  a  full 
and  complete  life. 

The  next  witness,  Mr.  Smith,  will  describe  his  experiences  with 
diedysis  and  transplants  over  a  23-year  period  of  time.  He  will  de- 
scribe the  marked  decline  in  the  skill  of  dialysis  staff  and  how  this 
almost  cost  him  his  life.  The  committee  staff  have  interviewed  nu- 
merous other  dialysis  patients  with  similar  stories  but  too  many  to 
come  in  here  and  speak  to  us  in  person. 

At  this  point  let  me  say  how  much  I  appreciate  the  willingness 
of  Dr.  Bays  and  Mr.  Smith  to  testify.  They  must  dialyze  to  live. 
That  fact  alone  has  discouraged  many  patients  interviewed  by  this 
committee  from  coming  forward  today  to  publicly  testify. 

So  I  understand  the  courage  that  it  takes  for  them  to  be  here 
today.  Therefore  I  want  to  make  it  clear  that  retaliation  against 
congressional  witnesses  is  a  crime.  I  intend  to  use  all  tools  avail- 
able to  me  to  ensure  that  there  is  no  retaliation  against  either  of 
these  witnesses  for  their  testimony  today. 

Today  this  hearing  will  exaunine  several  issues  related  to  quality 
of  care  for  kidney  dialysis  patients.  First  we  will  examine  the  role 
of  the  Health  Care  Financing  Administration  and  the  18  network 
organizations  and  how  well  each  carries  out  their  responsibilities 
to  oversee  the  kidney  dialysis  program. 

As  of  1999,  the  Health  Care  Financing  Administration  surveyed 
only  12  percent  of  existing  dialysis  facilities.  This,  of  course,  is  a 
dramatic  drop  from  1993,  when  more  than  half  of  the  facilities 
were  surveyed.  It  is  extremely  important  that  the  delivery  of  care 
is  reviewed  periodically  to  ensure  that  patients  receive  the  best 
possible  care. 

Next  we  are  going  to  review  several  quality  issues,  including  ade- 
quacy of  dialysis,  reuse  of  dialyzers,  and  training  of  technicians. 
Other  than  some  voluntary  guidelines  that  exist,  there  is  a  distinct 
lack  of  rules  addressing  these  issues  and  other  dialysis  issues.  The 
committee  recognizes  that  medical  science  and  research  are  at  the 
heart  of  many  of  these  issues.  However,  one  purpose  of  this  over- 
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sight  hearing  is  to  determine  the  extent  of  the  medical  research 
and  the  consensus  within  the  medical  community  on  these  issues. 

Also,  the  purpose  of  this  committee's  investigation  is  to  encour- 
age a  consensus  on  dialysis  issues.  Much  research  has  been  con- 
ducted over  the  years  with  little  resolution.  It  may  be  time  to  en- 
sure that  the  proper  research  is  conducted  that  will  expedite  reso- 
lution of  these  important  health  care  issues. 

Adequacy  of  dialysis  refers  to  the  amount  of  time  that  patients 
spend  in  dialysis.  This  is  a  period  in  which  the  patient's  blood  is 
circulated  out  of  the  body  through  the  dialyzer  for  cleansing  and 
returned  to  the  body  free  of  toxins.  Many  patients  have  raised  con- 
cerns that  they  are  subjected  to  kind  of  a  Jiffy  Lube  approach 
where  they  are  rushed  through  that  process.  In  other  words,  some 
patients  believe  that  longer  dialysis  can  produce  increased  quality 
of  life  and  longer  life.  It  has  been  suggested  that  some  facilities  are 
driven  by  the  profit  motive  and  little  concern  about  patients' 
health.  It  is  suggested  that  these  facilities  schedule  as  many  pa- 
tients as  possible  to  collect  Medicare  payments. 

Let  me  hasten  to  add  at  this  point  that  I  recognize  that  there  are 
many  excellent  pro\dders  of  dialysis  in  this  country.  I  have  an  Iowa 
constituent  who  has  told  me  of  the  wonderful  care  that  he  has  re- 
ceived at  a  facility  in  Iowa.  However,  this  committee  has  reviewed 
numerous  studies  worldwide  about  the  adequacy  of  dialysis.  Al- 
though there  are  many  studies  that  address  this  issue,  there  is  no 
clear  definitive  work.  Moreover,  there  are  no  clear  standards  en- 
forced by  the  Health  Care  Financing  Administration  or  the  Net- 
works. These  are  serious  matters  that  must  be  addressed. 

Another  important  issue  is  reuse  of  dialyzers.  The  United  States 
is  the  only  industrialized  Nation  that  reuses  dialyzers  to  a  large  ex- 
tent. One  report  shows  that  approximately  85  percent  of  all  dialysis 
facilities  reuse  dialyzers.  A  dialyzer,  which  acts  as  a  patient's  arti- 
ficial kidney,  is  a  critical  part  of  the  dialysis  process.  To  the  extent 
that  the  dialyzer  is  unsafe  in  any  way,  patients  are  at  risk.  Again 
there  is  no  clear  definitive  consensus  on  this  issue  in  the  United 
States  and  we  encourage  that  consensus  be  made  as  soon  as  pos- 
sible. 

In  addition,  much  evidence  exists  about  the  decline  in  skilled 
staff  who  work  with  kidney  dialysis  patients  every  day.  Approxi- 
mately 20  years  ago  registered  nurses  were  the  primary  caregiver 
in  dialysis  chnics.  Today  most  of  the  staff  are  made  up  of  lesser 
skilled  technicians.  As  a  result,  it  is  imperative  that  adequate 
training  is  provided  to  these  technicians  for  dealing  directly  with 
patients'  lives. 

Once  again  there  is  no  established  requirement  nationwide  with 
regard  to  the  level  and  content  of  the  training  of  dialysis  staff.  Pa- 
tients like  Professor  Robert  Sollod,  Professor  of  Psychology  at 
Cleveland  State  University,  who  is  a  dialysis  patient,  have  had  to 
resort  to  putting  up  signs  just  to  get  a  minimum  of  safety.  And  we 
have  a  copy  of  Dr.  Sollod's  sign  over  here  that  he  keeps  in  his  dial- 
ysis station  just  to  remind  staff  to  wash  their  hands.  It  says,  with 
a  picture  of  the  hands,  "Please  be  sure  that  your  hands  are  clean, 
that  you  have  new  gloves  before  working  on  me  or  with  tubes  con- 
taining my  blood.  Thanks  for  your  consideration."  Now  in  sum- 
mary, there  is  a  lack  of  oversight  of  the  dialysis  industry.  This,  cou- 
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pled  with  serious  quality  issues  that  remain  unresolved  in  the 
United  States,  leaves  a  vulnerable  kidney  dialysis  population  at 
risk. 

It  is  with  these  thoughts  in  mind  that  the  committee  convenes 
this  hearing.  My  hope  is  that  these  hearings  will  be  constructive 
and  I  look  forward  to  hearing  the  testimony  of  today's  witnesses  to 
address  these  issues. 

Now  we  have  an  opportunity  to  hear  an  opening  statement  from 
my  friend  and  colleague  and  faithful  cooperator  in  the  work  of  this 
committee,  Senator  Breaux. 

STATEMENT  OF  SENATOR  JOHN  BREAUX 

Senator  Breaux.  Thank  you  very  much,  Mr.  Chairman,  and 
thank  you  once  again  for  putting  together  a  panel  of  witnesses 
which  I  expect  fully  to  be  very  informative  and  hopefully  help  us 
find  some  solutions  to  the  problems  of  inadequate  inspection  of  the 
dialysis  facilities  around  the  country. 

We  have  over  304,000,  I  think  at  last  count,  people  in  this  coun- 
try who  participate  in  the  end  stage  renal  dialysis  program  that 
Medicare  pays  for.  My  own  State  of  Louisiana  has  the  highest  per- 
centage of  people  who  are  facing  this  illness  of  any  state,  second 
only  to  the  District  of  Columbia,  in  the  entire  country.  It  is  inter- 
esting that  while  the  number  of  patients  reflects  less  than  one  per- 
cent of  the  total  Medicare  patients,  it  does  account  for  over  5  per- 
cent of  the  total  outlays  or  money  being  spent  to  provide  this  very 
important  service.  It  is  almost  a  $13  billion  annual  cost  for  the  end 
stage  renal  dialysis  program. 

That  is  a  very  large  amount  of  money  and  I  think  our  job  here 
in  the  Congress  is  to  make  sure  that  we  are  doing  everything  to 
see  that  the  quality  of  service  that  that  $13  billion  is  paying  for 
is  world  class  and  I  think  that  it  is. 

Are  there  problems?  Of  course.  Can  it  be  improved?  Yes.  And  the 
purpose  for  us  being  here  today  is  to  look  at  ways  in  which  we  can 
make  it  work  better  than  it  has  been  in  the  past. 

I  do  want  to  say  I  think,  and  others  will  agree,  that  it  does  pro-, 
vide  a  service  that  is  incredibly  important  and  that  by  and  large, 
when  people  have  this  type  of  treatment  presented  to  them,  they 
can  know  that  it  is  being  done  properly. 

I  think  that  it  is  interesting  that  HCFA,  which  it  does  on  so 
many  occasions,  basically  contracts  out  with  the  States  to  do  the 
inspection.  And  I  know  that  there  are  some  States — my  own  is  one 
of  them — that  has  been  particularly  strapped  financially  and  it  is 
a  question  of  whether  the  States  have  the  capacity  to  perform  the 
inspections  and  whether  this  is  not  something  that  HCFA  should 
be  doing  themselves.  So  I  think  the  witnesses  will  be  able  to  help 
us  find  answers  to  some  of  these  questions. 

I  want  to  make  part  of  the  record,  Mr.  Chairman,  a  well  thought 
out  letter  that  we  received  from  Racineas  Medical  Care  comment- 
ing on  the  hesuings  today  and  the  recommendations  that  they  have 
made,  which  they  would  like  to  have  made  part  of  the  record.  I 
think  they  are  the  nation's  largest  provider,  support  provider  for 
these  facilities  and  I  think  the  comments  that  they  have  made  are 
well  taken  and  we  are  pleased  to  have  them  and  I  would  ask  that 
it  be  made  part  of  the  record. 
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The  Chairman.  Without  objection,  they  will  be  part  of  the  record. 

And  we  are  glad  to  hear  from  all  sides  on  any  issues  and  any 
suggestions.  Even  the  weeks  that  follow  this  meeting,  we  will  be 
glad  to  listen  to  points  of  view. 

Thank  you.  Senator  Breaux. 

Now  it  is  my  pleasure  to  introduce  the  first  panel.  I  have  already 
referred  to  Dr.  Bays  and  Mr.  Brent  Smith  as  being  two  kidney  dial- 
ysis patients — Dr.  Bays,  a  retired  Dentist  from  Georgia.  And  Mr. 
Smith  has  been  a  23-year  veteran  of  dialysis  and  kidneys  trans- 
plants and  he  is  from  Arizona. 

Then  we  have  studies  on  the  end  stage  renal  disease  quality  of 
care  by  the  General  Accounting  Office  and  the  Inspector  General 
of  the  Department  of  HHS.  Representing  the  Health  and  Human 
Services  Inspector  General  is  the  Deputy  Inspector  General,  George 
Grob,  and  representing  the  General  Accounting  Office  is  Dr.  Wil- 
liam Scanlon,  Girector  of  Health  Financing  and  Public  Health  Divi- 
sion. 

So  we  are  going  to  start  with  Dr.  Bays  and  then  Mr.  Smith  and 
then  Dr.  Scanlon  and  then  Mr.  Grob.  Then  we  will  have  questions 
when  we  are  all  done.  ^  , 

Would  you  proceed.  Dr.  Bays. 

STATEMENT  OF  W.  KENNETH  BAYS,  D.D.S.,  DLALYSIS  PATIENT, 

PELHAM,  OA 

Dr.  Bays.  I  am  a  retired  Dentist  72  years  old  who  practiced  from 
1952  until  1995.  In  August  1995  I  was  diagnosed  with  a  massive 
cancer  of  the  liver.  At  the  time,  I  was  semi-retired  and  living  in 
North  Georgia.  Having  practiced  dentistry  over  43  years,  I  was 
very  aware  of  

The  Chairman.  I  think  we  are  going  to  have  to  have  you  

Senator  Breaux.  Move  that  mike  a  little  closer  to  your  mouth. 

The  Chairman.  Yes,  I  think  about  like  that. 

Dr.  Bays.  OK,  good.  I  am  sorry. 

I  was  very  aware  of  educating  patients  and  offering  different 
treatment  options.  It  had  always  been  my  belief  and  practice  that 
the  patients  themselves  had  the  right  to  final  determination  of 
their  treatments.  I  was  about  to  find  the  concept  of  patient  edu- 
cation and  patient  determination  would  not  exist  in  the  world  I 
was  about  to  enter. 

Other  than  a  loss  of  my  kidneys,  my  treatment  for  cancer  was 
successful.  I  was,  however,  not  prepared  for  what  was  coming  next. 
It  was  much  later  before  I  understood  the  treatment  options  and 
choices  available  to  me.  I,  of  course,  was  entering  into  the  very  dif- 
ficult world  of  the  dialysis.  In  this  world  of  dialysis,  even  though 
I  am  a  Dentist  and  understand  medical  terms,  I  was  appalled  to 
find  that  dialysis  patients  have  no  right  of  self-determination. 
Never  before  had  I  been  in  a  position  where  treatment  options  were 
not  offered,  much  less  explained. 

Vascular  access  is  the  key  to  proper  dialysis.  Without  the  proper 
working  access,  you  cannot  dialyze  a  patient.  I  was  referred  to  a 
vascular  surgeon.  There  was  no  preceding  exam  or  discussion  of 
treatment.  I  was  just  set  up  for  surgery.  A  vortex  graft  was  put  in 
instead  of  an  A-V  fistule.  The  graft  is  a  treatment  of  last  choice. 
I  was  now  becoming  fully  involved  in  the  wonderful  world  of  num- 
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bers  and  dollars.  I  was  just  another  money  cow  with  a  market 
value  of  $100,000. 

I  next  went  to  the  nephrologist  in  Georgia,  who  turned  me  over 
to  his  physician's  assistant.  I  tried  to  get  some  information  but  was 
cutoff  with  the  remark,  "Patients  who  have  never  been  sick  have 
a  hard  time  accepting." 

I  was  taken  on  a  walk  through  the  clinic  and  my  treatment  was 
set  up  on  a  time  slot  basis  so  as  to  maximize  the  number  of  pa- 
tients per  day.  I  was  dialyzed  twice  a  week.  As  a  result  of  inad- 
equate treatment,  my  back  itched  as  if  there  were  a  thousands 
mosquitos  biting  it.  This  was  due  to  a  buildup  of  phosphorus.  This 
caused  me  to  rub  my  back  raw  on  the  door  facing.  I  had  to  force 
myself  to  eat,  as  well  as  watch  my  diet  and  fluid  intake  carefully. 
I  also  was  taking  eight  times  the  normal  dose  of  blood  pressure 
medications  because  of  the  buildup  of  toxins. 

I  was  sick  all  the  time.  DieJysis  was  hell.  The  cramping,  changes 
in  blood  pressure,  and  the  pain  of  being  roto-rooted  with  a  needle 
the  size  of  a  10-penny  nail  by  untrained  personnel  made  me  a  nerv- 
ous wreck.  The  cramping  and  changes  in  blood  pressure  were  a  re- 
sult of  removing  the  fluid  from  the  blood  too  fast.  I  was  at  this  fa- 
cility for  7  months.  I  do  not  wish  to  name  the  facility  in  particular 
because  this  is  a  systematic  problem  with  the  industry. 

I  had  to  go  to  South  Georgia  on  business  so  I  set  up  an  appoint- 
ment at  the  Michell  County  dialysis  facility.  This  facility  is  a 
branch  of  the  Archbold  Hospital  in  Thomasville,  GA.  Archbold  is  a 
nonprofit  public  hospital. 

As  of  that  day,  I  moved  into  a  different  world  of  medicine  and 
the  caregivers  were  nurses  trained  in  dialysis.  My  doctor.  Dr.  Mer- 
rill Hicks,  a  nephrologist  on  rounds,  stopped  to  talk.  He  explained 
to  me  that  home  dialysis  existed.  He  further  explained  to  me  if  I 
would  do  my  part,  I  would  have  to  take  very  few  medications  and 
would  not  have  any  diet  restrictions.  I  now  dialyze  six  nights,  8 
hours  at  a  time,  a  week. 

I  have  been  on  dialysis  for  3  years.  The  total  cost  of  my  care  is 
substantially  less  than  that  of  thous£uids  of  patients.  I  have  become 
a  productive  member  of  society  again.  I  expect  to  live  a  normal  life 
within  the  confines  of  my  impairment.  I  am  one  of  the  very  fortu- 
nate few  that  had  the  means  to  get  adequate  treatment. 

Approximately  2  years  ago  I  became  involved  with  Network  6.  I 
was  first  on  the  consumer  committee  and  then  next  on  the  board 
of  directors.  The  board  consists  of  18  industry  members  and  two 
patients.  I  found  out  very  quickly  that  network  was  constructed  for 
the  betterment  of  the  industry.  One  of  the  primary  problems  the 
network  was  concerned  with  was  the  noncompliance  of  patients 
£ind  how  to  handle  them.  There  is  one  in  particular  I  remember 
quite  well.  A  patient  wanted  to  continue  working.  This  interfered 
with  the  clinical  scheduling  so  he  was  judged  noncomplizuit. 

The  statistics  that  are  collected  by  the  network  are,  in  my  opin- 
ion, a  joke.  If  you  want  to  get  the  true  data,  you  should  get  it  from 
the  back  of  the  machines  and  compile  it  by  a  central  computer. 
Wal-Mart  keeps  track  of  tens  of  thousands  of  items  from  thousands 
of  stores.  It  would  be  child's  play  to  create  a  data  base  of  dialysis 
patients  from  the  data  collected  from  the  machines.  It  is  my  belief 
this  would  upset  the  gravy  train  if  it  was  done. 
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I  never  reuse  a  dialyzer.  Reuse,  according  to  the  literature,  de- 
grades the  efficiency  of  dialyzers  to  remove  large,  more  toxic  par- 
ticles and  the  chemicals  affect  the  proteins  in  the  dialyzer  to 
produce  toxins. 

Dialyzers  are  labeled  single  use  only  but  as  far  as  I  can  find  by 
researching  the  literature,  companies  that  make  dialyzers  have  no 
protocol  for  reuse  and  only  post  warnings  as  to  the  problems  of 
reuse.  Also,  the  literature  confirms  reuse  causes  high  mortality  and 
more  hospitalization,  therefore,  increasing  the  suffering  to  the  pa- 
tients and  increasing  the  cost  to  the  government. 

My  greatest  fear  is  that  my  facility  may  be  forced  out  by  the  for- 
profit  companies.  If  this  happens,  I  woiild  lose  my  only  supply  and 
support.  It  would  be  back  to  the  Jiffy  Lubes  2V2  to  3V2  hours,  three 
times  a  week. 

A  patient  who  has  a  lot  of  toxins  and  is  very  anemic  has  greatly 
diminished  mental  and  physical  abilities.  They  must  have  proper 
treatment  to  return  them  to  a  normal  state  in  order  to  be  able  to 
educate  them  and  get  them  involved  in  their  rehabilitation.  Thank 
you. 

The  Chairman.  Thank  you,  Dr.  Bays. 
Now  Mr.  Smith. 

STATEMENT  OF  BRENT  SMITH,  DIALYSIS  PATIENT, 

CHANDLER,  AZ 

Mr.  Smith.  Mr.  Chairman  and  members  of  the  committee,  thank 
you  for  inviting  me  to  testify  today. 

My  exposure  to  the  dialysis  industry  began  in  1973,  2  weeks  be- 
fore my  18th  birthday.  A  year  later  I  received  my  first  transplant, 
which  was  from  my  mother.  Two  months  later,  the  kidney  failed 
due  to  infection  and  I  returned  to  dialysis. 

In  1977  I  received  a  second  transplant  fi"om  my  grandmother. 
This  transplant  succumbed  to  complications  in  1990.  I  returned  to 
dialysis  in  the  fall  of  that  year.  Soon  after,  it  became  all  too  clear 
that  the  entity  providing  treatment,  its  administration,  the  support 
staff  and  the  standard  procedures  with  which  I  was  familiar  had 
changed  drastically. 

The  major  concerns  of  dialysis  patients  fall  within  the  following 
interrelated  components.  I  have  provided  more  detail  in  a  longer 
statement  submitted  for  the  record.  They  are  as  follows:  adequacy 
of  dialysis,  competency  of  patient  care  technicians,  knowledgeable 
and  disciplined  nursing  staff,  facilities  and  technology,  which  is  the 
machines,  and  accountability. 

The  adequacy  of  my  prescribed  treatment  relies  heavily  on  me, 
my  discipline  with  regard  to  diet  and  food  restrictions,  and  my 
oversight  of  my  own  dialysis  treatment.  Because  I  am  very  dis- 
ciplined in  my  care,  I  can  allow  the  dialysis  machines  to  do  their 
work.  I  have  worked  to  become  very  knowledgeable  in  what  is 
needed  for  my  care.  Other  patients  who  are  less  familiar  with  the 
dialysis  process  are  very  vulnerable. 

One  of  the  areas  that  that  needs  to  be  addressed  by  research  is 
adequacy  of  dialysis.  I  can  only  tell  you  fi'om  my  personal  experi- 
ence that  with  the  amount  of  time  I  dialyze,  the  better  I  feel.  When 
I  dialyze  4  hours  each  session,  I  feel  better.  When  treatments  have 
been  shortened  in  the  past,  over  time  my  energy  levels  are  de- 
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pleted.  In  addition,  complications  may  appear  from  fluid  restric- 
tions, such  as  higher  blood  pressure  and  shortness  of  breath.  I  and 
other  patients  feel  very  lethargic  and  have  little  appetite  at  all.  I 
can  only  conclude  that  the  amount  of  time  on  dialysis  is  a  factor. 

Second,  in  the  year  I  started  dialysis,  the  caregivers  were  mainly 
nurses  from  the  top  graduating  classes,  as  well  as  medical  students 
and  other  medical  technicians.  Almost  every  technician  had  a  col- 
lege degree  and  every  technician  had  previous  medical  experience. 

Today  I  see  technicians  with  only  a  high  school  diploma.  In  Ari- 
zona a  manicurist  is  subject  to  more  licensing  than  a  dialysis  tech- 
nician is. 

When  I  first  returned  to  dialysis,  I  had  technicians  handle  my 
blood  and  my  life  who  were  convicted  criminals,  strippers  and  re- 
frigerator technicians.  The  ratio  of  patients  to  technicians,  at  times, 
is  now  five  or  six  patients  to  every  technician.  This  is  not  safe  and 
it  does  not  work. 

A  main  worry  for  dialysis  patients  is  vascular  access.  A  patient 
recently  told  me  of  a  treatment  where  it  took  eight  attempts  by 
technicians  to  initiate  her  treatment — eight  sticks  by  16  gauge  nee- 
dles. Not  only  is  this  painful  but  it  increases  the  risk  of  infection 
and  could  destroy  that  access.  There  are  limits  to  vascular  access 
with  each  patient.  When  vascular  access  runs  out,  a  patient  can  no 
longer  dialyze  and  may  surely  die.  Many  other  patients  have  told 
me  of  similar  occurrences. 

Another  example  of  training  deficiencies  among  dialysis  techni- 
cians stems  from  my  personal  experience.  In  1994  I  suffered  an  ex- 
tended period  of  appetite  and  weight  loss.  As  part  of  my  routine  as- 
sessment prior  to  each  dialysis  session,  I  explained  that  I  had  not 
been  eating  properly.  I  reported  this  for  almost  4  months.  The  food 
I  was  eating  did  not  provide  me  with  sufficient  potassium  for  my 
prescribed  potassium  bath.  During  the  fourth  month,  during  the 
third  hour  of  a  4-hour  treatment,  I  suffered  a  cardiac  arrest  attrib- 
utable to  the  low  potassium  in  my  system.  The  attending  techni- 
cian did  not  recognize  this  problem.  Another  technician  took  over 
to  attempt  resuscitation  until  the  paramedics  arrived. 

Upon  arrival,  emergency  room  records  reflected  a  potassium  level 
of  2.9,  well  below  the  3.5  recommended  range.  Discharge  summary 
records  show  fibrillatory  arrest  secondary  to  hypokalemia,  which  is 
low  potassium.  The  dialysis  technicians  did  not  correlate  the  loss 
of  my  appetite  with  the  low  potassium  bath.  The  seriousness  of  the 
problem  and  possible  results  were  never  brought  to  my  attention 
or  to  the  attention  of  my  charge  nurse,  the  dietitian  or  even  my 
physician.  This  event  was  completely  preventable. 

In  addition  to  the  competency  and  training  of  dialysis  staff,  I  be- 
lieve that  the  staff  must  be  knowledgeable  and  disciplined.  I  have 
witnessed  instances  where  floor  nurses  lacked  familiarity  with  the 
machines  and  their  functions.  These  are  complicated  machines  that 
stand  between  life  and  death  of  dialysis  patients.  Lack  of  knowl- 
edgeable staff  exposes  patients  to  dangerous  circumstances. 

Moreover,  lack  of  discipline  or  failure  to  pay  attention  is  a  pri- 
mary source  of  incidents  affecting  patient  care.  On  one  occasion 
soon  after  my  return  to  dialysis,  staff  drained  off  too  much  fluid 
from  me  during  dialysis.  This  exposed  me  to  a  crash  in  my  blood 
pressure  and  loss  of  consciousness.  I  am  aware  of  another  instance 
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where  a  patient  bled  to  death  because  no  one  was  watching  while 
the  patient's  blood  inadvertently  drained  into  a  trash  can  while  the 
patient  slept. 

It  is  instances  like  this  that  cause  me  to  do  everything  in  my 
power  to  stay  awake  throughout  my  4-hour  dialysis  and  try  to 
watch  every  move  of  the  staff  attending  to  me  and  to  watch  the 
fluctuations  on  the  dialysis  machines. 

Worn,  older,  and  overused  machines  are  not  as  effective  or  as  ef- 
ficient. 

One  of  the  most  important  aspects  of  patient  care  relates  to  the 
relationship  with  the  dialysis  staff.  Staff  must  be  accountable  to 
the  level  of  care  provided  to  patients.  They  must  demonstrate  strict 
adherence  to  set  policies  and  procedures.  Appropriate  discipline 
must  be  administered  for  breach  of  policies  and  procedures.  This  is 
a  life  and  death  situation.  In  my  experience,  technicians  are  rarely 
written  up  forminor  or  major  infractions  involving  patient  care.  I 
have  seen  technicians  ignore  the  glove  policy,  exposing  patients  to 
possible  infection,  and  I  have  seen  technicians  reading  magazines 
while  attending  to  other  patients. 

In  closing,  throughout  my  life  I  have  strived  to  avoid  the  label 
"dialysis  patient"  and  the  stigma  associated  with  it,  yet  today  I  ap- 
pear before  you  in  a  public  forum  as  a  dialysis  patient  because  of 
the  importance  of  the  issues  being  discussed  here.  Patients  can  and 
do  lead  purposeful  lives.  However,  it  has  become  an  increasing  bur- 
den to  do  so.  Monitoring  a  technician's  abilities  during  every  treat- 
ment week  after  week  is  a  tremendously  stressful  undertaking  for 
a  dialysis  patient.  Enduring  the  limits  and  inadequacies  of  the 
present  system  of  dialysis  compound  the  already  difficult  treatment 
into  an  intolerable,  unjustifiable  and  inexcusably  frustrating  expe- 
rience. 

My  purpose  today  in  appearing  before  this  committee  was  to 
present  the  life  of  a  dialysis  patient  to  you.  It  is  my  life  and  that 
of  many  others.  We  live  it  every  day.  You  cannot  possible  under- 
stand it  unless  you  are  a  dialysis  patient.  I  sincerely  hope  you  or 
a  loved  one  will  never  experience  it  but  I  do,  with  dignity  and  all 
due  respect,  implore  you  to  do  something  about  it.  Thank  you. 

[The  prepared  statement  of  Mr.  Smith  follows:] 
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Mr.  Chairman  and  Members  of  the  Committee.  Thank  you  for  inviting  me  to  testify 

today. 

My  name  is  Brent  Smith.  My  exposure  to  the  dialysis  industry  began  in  1973,  two  weeks 
before  my  1 8""  birthday.  A  year  later,  I  received  my  first  transplant  which  was  from  my  mother. 
Two  months  later,  the  kidney  failed  due  to  infection,  and  I  returned  to  dialysis.  In  1 977, 1 
received  a  second  transplant  from  my  grandmother.  That  transplant  succumbed  to  complications 
in  1990.  I  returned  to  dialysis  in  the  fall  of  that  year.  Soon  after,  it  became  all  too  clear  that  the 
entity  providing  freatment,  its  administration,  the  support  staff,  and  many  of  the  standard 
procedures  with  which  I  was  familiar  had  changed  drastically. 

Over  the  last  ten  years,  as  a  patient,  I  have  witnessed  the  gradual  decline  in  competency 
of  those  given  the  responsibility  of  my  care.  In  my  view,  efficiencies  intended  to  enhance  the 
financial  position  of  the  providing  companies  expose  patients  to  great  risk  and  may  even  hasten 
their  demise.  This  trend  continues  and  worsens  each  years  as  providing  companies  focus  on 
bottom  line  management  and  not  patient  care. 

The  major  concerns  of  dialysis  patients  fall  within  the  following  five  interrelated 
components.  I  have  provided  more  detail  in  a  longer  statement  submitted  for  the  record.  They 
are  the  following: 

•  Adequacy  of  dialysis 

•  Competency  of  patient  care  technicians 

•  Knowledgeable  and  disciplined  nursing  staff 

•  Facilities  and  teclinology  (machines) 

•  Accountability 

Adequacy  of  Dialysis  ^ 

The  adequacy  of  my  prescribed  treatment  relies  heavily  on  me,  my  discipline  with  regard 
to  diet  and  fluid  restrictions,  and  my  oversight  of  my  dialysis  treatment.  Because  I  am  very 
disciplined  in  my  care,  I  can  allow  the  dialysis  machines  to  do  their  work.  I  have  worked  to 
become  very  knowledgeable  in  what  is  needed  for  my  care.  Other  patients  who  are  less  familiar 
with  the  dialysis  process  are  very  vulnerable. 

One  of  the  areas  that  needs  to  be  addressed  by  research  is  adequacy  of  dialysis.  I  can 
only  tell  you  my  personal  experience  with  the  amount  of  time  I  dialyze.  When  I  dialyze  four 
hours  each  session,  I  feel  better.  When  treatments  have  been  shortened  in  the  past,  over  time  my 
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energy  levels  are  depleted.  In  addition,  complications  appear  from  fluid  retention,  such  as 
higher  blood  pressure  and  shortness  of  breath.  I,  and  other  patients,  feel  lethargic  and  have  little 
^petite.  So,  I  can  only  conclude  that  the  amount  of  time  on  dialysis  is  a  factor. 

Competency  of  Patient  Care  Technicians 

Second,  in  the  year  I  started  dialysis,  the  care  givers  were  mainly  nurses  from  the  top 
graduating  classes,  as  well  as  medical  students,  and  other  medical  technicians.  Almost  ever\' 
technician  had  a  college  degree,  and  even,'  technician  had  previous  medical  experience. 

Today,  I  see  technicians  with  only  a  high  school  diploma.  In  Arizona,  a  manicurist  is 
subject  to  more  Ucensing  than  a  dialysis  technician.  UTien  I  first  returned  to  dialysis,  I  had 
technicians  handle  my  blood  and  my  life  who  were  convicted  criminals,  strippers,  and 
refrigerator  technicians.  The  ratio  of  patients  to  technicians,  at  times,  is  now  5  or  6  patients  to 
every  technician.  This  is  not  safe,  and  it  doesn't  work. 

A  main  worry  for  dialysis  patients  is  vascular  access.  A  patient  told  me  recently  of  a 
treatment  where  it  took  eight  attempts  by  technicians  to  initiate  her  treatment  -  eight  sticks  by  1 6 
gauge  needle!  Not  only  is  this  painfiil,  it  increases  the  risk  of  infection  and  could  destroy  that 
access.  There  are  limits  to  vascular  access  with  each  patient.  WTien  vascular  access  runs  out,  a 
patient  can  no  longer  diaK'ze  and  can  die.  Many  other  patients  have  told  me  of  similar 
occurrences.  These  examples,  involving  poorly  trained,  unsupervised  technicians  include  the 
following: 

•  target  weight  miscalculations  that  could  cause  blood  pressure  decline.  On  one  occasion, 
staff  miscalculated  the  projected  amount  of  fluid  to  remove  from  me  by  a  significant 
margin.  When  this  happens,  a  patient  feels  extremely  weak  and  lightheaded  at  best.  At 
worst,  a  patient  can  severely  crash,  losing  consciousness  with  a  blood  pressure  far  lower 
than  levels  needed  to  maintain  life.  Also,  patients  experience  excrutiatingly  painful 
cramping,  and  treatments  will  be  shortened  because  the  patients  cannot  withstand 
additional  treatment. 

•  too  much  or  too  little  heparin,  the  blood  thinning  agent.  Too  much  heparin  thins  the  blood 
and  could  lead  to  the  patient's  inabihty  to  clot  blood;  so  they  could  bleed  to  death.  Too 
little  heparin  allows  the  blood  to  clot  in  the  machine  and  stop  the  flow  of  blood  back  to 
the  patient. 

•  placement  of  a  dialyzer  on  the  wrong  machine  for  the  wrong  patient.  This  is  a  potentially 
fatal  error. 

•  Disregard  for  the  Universal  Antiseptic  Code,  the  protocol  that  protects  both  patient  and 
technician  aUke  from  infectious  germs,  viruses,  and  bacteria.  This  is  one  of  the  largest 
and  most  common  reasons  patients  are  hospitalized. 

Another  example  of  the  training  deficiency  among  dialysis  technicians  stems  from  my 
personal  experience.  In  1994, 1  suffered  an  extended  period  of  appetite  and  weight  loss.  As  part 
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of  my  routine  assessment  prior  to  each  dialysis  session,  I  explained  that  I  had  not  been  eating 
properly.  I  reported  this  for  almost  four  months.  The  food  I  was  eating  did  not  provide  me  with 
sufficient  potassium  for  my  prescribed  potassium  bath.  During  the  fourth  month,  during  the  third 
hour  of  a  four  hour  treatment,  I  suffered  a  cardiac  arrest  attributable  to  the  low  potassium  in  my 
system.  The  attending  technician  did  not  recognize  this  problem.  Another  technician  took  over 
to  attempt  resuscitation  until  the  paramedics  arrived.  Upon  arrival,  Emergency  Room  records 
reflected  a  potassium  level  of  2.9,  well  below  the  3.5  recommended  range.  Discharge  Summary 
records  showed  fibrillatory  arrest,  secondary  to  hypokalemia,  which  is  low  potassium.  The 
dialysis  technician  did  not  correlate  the  loss  of  my  appetite  with  the  low  potassium  bath.  The 
seriousness  of  the  problem  and  possible  results  were  never  brought  to  my  attention  or  to  the 
attention  of  the  charge  nurse,  the  dietitian,  or  my  physician.  THIS  EVENT  WAS 
COMPLETELY  PREVENTABLE. 


Knowledgeable  and  Disciplined  Nursing  Staff 

In  addition  to  competency  and  training  of  dialysis  staff,  I  believe  that  the  staff  must  be 
knowledgeable  and  disciplined.  I  have  witnessed  instances  where  floor  nurses  lacked  familiarity 
with  the  machines  and  their  functions.  These  are  complicated  machines  that  stand  between  life 
and  death  of  dialysis  patients.  Lack  of  knowledgeable  staff  exposes  patients  to  dangerous 
circumstances.  Moreover,  lack  of  discipline  or  failure  to  PAY  ATTENTION  is  a  primary  source 
of  incidents,  affecting  patient  care.  On  one  occasion  soon  after  my  return  to  dialysis,  staff 
drained  off  too  much  fluid  from  me  during  dialysis.  This  exposed  me  to  a  crash  in  my  blood 
pressure  and  loss  of  consciousness.  I  am  aware  of  another  instance  where  a  patient  bled  to  death, 
because  no  one  was  watching,  while  the  patient's  blood  inadvertently  drained  into  a  trash  can 
while  the  patient  slept.  It  is  instances  like  this  that  cause  me  to  do  everything  in  my  power  to 
stay  awake  throughout  my  four  hour  dialysis  and  try  to  watch  every  move  of  the  staff  attending 
me  and  to  watch  the  fluctuations  on  the  dialysis  machine. 

Facilities  and  Technology  (Machines) 

Not  all  facilities  where  I  have  dialyzed  have  been  well  maintained.  Too  often  poorly 
trained  or  overworked  staff  will  choose  speed  over  substance  in  attending  to  patients.  Worn, 
older,  overused  machines  are  not  as  effective  and  efficient.  One  problem  in  dialysis  is  the  way 
dialyzers  are  reused.  Even  though  they  are  labeled  for  "single  use  only"  many  are  reused  in  this 
country  as  much  as  30-50  times.  I  do  not  reuse  dialyzers.  However,  as  a  patient  advocate  of 
many  years,  I  have  observations  and  experiences  with  regard  to  reuse  of  dialyzers  from  other 
patients.  The  efficiency  of  the  dialyzer  can  decrease  as  much  as  20%  over  the  span  of  reuse.  In 
turn,  it  is  as  if  the  patient's  treatment  time  has  been  reduced  by  20%.  No  adjustments  are  ever 
made  to  compensate  for  this  loss.  As  a  result,  the  patient's  lab  reports  get  worse  as  the  patient's 
condition  gets  worse.  Moreover,  many  patients  aren't  aware  that  they  don't  have  to  reuse 
dialyzers  and  that  the  mortality  level  is  higher  with  reuse.  I  know  of  one  woman  who  could  only 
reuse  eight  times  before  she  felt  very  bad. 
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In  addition,  I  have  been  told  by  staff  that  Medicare  pays  for  a  new  dial^'zer  after  each  session. 
However,  my  experience  is  that  diah'zers  are  used  as  much  as  30-50  times.  In  fact,  facilities 
have  had  to  estabhsh  elaborate  procedures  to  clean,  sterilize,  and  catalogue  dialyzers  to  ensure 
that  patient  receives  their  own  dial>'zer  during  sessions.  I  am  aware  of  one  technician  who 
processed  one  patient's  dialyzer  bar  code  and  passed  and  approved  all  other  patient  bar  codes  on 
that  basis.  This  \'iolated  the  procedural  rules  and,  of  course,  exposed  patients  to  potential  harm. 

Accountability 

One  of  the  most  important  aspects  of  patient  care  relates  to  their  relationship  with  the 
dialysis  staff.  Staffmust  be  accoimtable  for  the  level  of  care  pro\dded  to  patients.  They  must 
demonstrate  strict  adherence  to  set  pohcy  and  procedure.  Appropriate  discipline  must  be 
administered  for  breach  of  pohcy  and  procedure.  This  is  a  hfe  or  death  simation.  In  my 
experience,  technicians  are  rarely  "written  up  for  minor  or  major  infractions,  involving  patient 
care.  I  have  seen  technicians  abuse  the  glove  pohcy,  exposing  patients  to  possible  infection.  I 
have  seen  technicians  reading  magazines  while  on  dut\'  rather  attending  to  patients.  I  have  seen 
technicians  engage  in  distracting  conversations  when  inserting  or  remo\  ing  needles  from  people. 

In  aU  my  years  on  dialysis,  I  have  never  seen  a  government  surveyor  review  a  facility 
where  I  have  dialyzed.  In  fact,  I  am  imaware  of  any  stir\"eys  of  an\'  facilities  \\  here  I  ha\  e 
dial\'zed.  I  am  greatly  concemed  as  a  dialysis  patient  about  oversight  of  this  industr>'. 

In  closing,  throughout  my  hfe  I  have  strived  to  avoid  the  label,  "dialysis  patient,"  and  the 
stigma  associated  v,ith  it.  Yet,  today  I  appear  before  you,  in  the  public  forum,  as  a  dialysis 
patient,  because  of  the  importance  of  the  issues  being  discussed  here  toda\".  Patients  can  and  do 
lead  productive,  purposeful  lives.  However,  it  has  become  an  increasing  burden  to  do  so. 
Monitoring  a  technician's  abihties  during  ever>'  treatment,  week  after  week,  is  a  tremendously 
stressful  undertaking  for  a  dialysis  patient.  Enduring  the  Limits  and  inadequacies  of  the  present 
system  of  dialysis  compoimd  the  aheady  difficult  treatment  into  an  intolerable,  unjustifiable,  and 
inexcusably  fiiistrating  experience. 

My  purpose  today  in  appearing  before  this  committee  was  to  present  the  life  of  a  dialysis 
patient  to  you.  It  is  my  hfe,  and  that  of  many  others.  We  live  it  ever>' day.  You  cannot  possibly 
understand  it.  I  sincerely  hope  you  or  a  loved  one  will  never  experience  it,  but  I  do  implore  you 
to  do  something  about  it. 

Thank  you. 
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The  Chairman.  Thank  you,  Mr.  Smith. 
Now  Dr.  Scanlon. 

STATEMENT  OF  WILLIAM  SCANLON,  PH.D.,  DIRECTOR, 
HEALTH  FINANCING  AND  PUBLIC  HEALTH  DIVISION,  GEN- 
ERAL ACCOUNTING  OFFICE,  WASHINGTON,  DC 

Dr.  Scanlon.  Thank  you,  Mr.  Chairman  and  Senator  Breaux.  I 
am  pleased  to  be  here  today  as  you  examine  the  quahty  of  care  pro- 
vided to  Medicare  beneficiaries  with  end  stage  renal  disease  and 
consider  options  for  improving  its  oversight.  These  patients  are  a 
very  vulnerable  group.  They  are  often  elderly  and  afflicted  with 
other  conditions,  such  as  severe  diabetes,  and  several  times  a  week 
the  vast  majority  must  visit  a  dialysis  facility  for  life-sustaining 
blood  cleansing  treatments.  Safe  and  competent  treatment  is  criti- 
cal because  with  patients  this  sick,  there  is  little  room  for  error. 

In  response  to  the  committee's  interest  we  have  examined  what 
is  known  about  the  quality  of  ESRD  care  and  oversight  activities. 
The  report  on  our  findings  has  been  released  today.  We  found  that 
there  is  little  evidence  on  whether  dialysis  facilities  are  complying 
with  Medicare's  quality  of  care  standards  and  consequently,  no  as- 
surance that  patients  using  a  given  facility  will  receive  adequate 
quality  care. 

There  are  signs  that  the  average  quality  of  care  for  ESRD  pa- 
tients may,  however,  be  improving.  Mortality  rates  and  hospitaliza- 
tions have  declined  and  measured  clinical  indicators  of  quality  have 
improved.  However,  this  does  not  provide  the  assurance  that  sig- 
nificant quality  of  care  problems  do  not  exist  in  some  facilities. 

Our  uncertainty  is  due  to  the  fact  that  there  has  simply  been  too 
little  oversight  of  dialysis  facilities  to  determine  if  they  are  comply- 
ing with  quality  standards.  The  reviews  that  have  taken  place  indi- 
cate that  there  are  enough  quality  problems  that  exist  that  we 
should  be  taking  steps  to  adequately  assess  quality  in  individual 
facilities. 

Over  the  last  7  years,  as  you  have  indicated,  there  has  been  a 
dwindling  frequency  of  onsite  surveys.  These  unannounced  inspec- 
tions, which  are  the  primary  tool  for  ensuring  that  facilities  meet 
Medicare's  quality  standards,  were  conducted  at  only  11  percent  of 
facilities  in  1999,  compared  to  more  than  50  percent  in  1993. 

As  the  number  of  surveys  declined,  the  proportion  of  surveys  that 
identified  serious  problems  was  increasing.  In  1993,  6  percent  of  fa- 
cilities were  found  to  be  out  of  compliance  with  Medicare  stand- 
ards. This  figure  rose  to  15  percent  in  1999. 

A  facility  that  is  out  of  compliance  has  problems  that  are  serious 
enough  that  unless  corrected,  the  facility  will  be  terminated  from 
participation  in  the  Medicare  program.  The  most  common  types  of 
problems  identified  included  lack  of  adequate  procedures  to  safe- 
guard the  health  and  safety  of  patients,  the  failure  to  meet  stand- 
ards governing  the  reuse  of  dialyzers  and  supplies  and  the  lack  of 
adequate  patient  care  plans.  Problems  like  these  can  be  life-threat- 
ening. For  example,  improper  procedures  for  reusing  dial3^zers  can 
expose  patients  to  microbial  contamination  and  dangerous  levels  of 
a  germicide  used  to  clean  the  dialyzers.  HCFA  has  recognized  that 
the  infrequency  of  inspections  may  be  compromising  patient  care 
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and  has  requested  a  nearly  threefold  increase  in  the  funding  for  di- 
alysis facility  surveys. 

HCFA  is  also  attempting  to  make  more  effective  use  of  the  re- 
sources available  by  using  information  on  clinical  outcome  meas- 
ures to  assist  in  the  process  of  identifying  which  facilities  to  sur- 
vey. WTiile  we  believe  this  approach  has  merit,  we  are  concerned 
that  the  measures  being  used  by  HCFA  in  pilot  testing  may  not  be 
sufficiently  strong  predictors  of  compliance  with  Medicare  stand- 
ards and  that  there  needs  to  be  consideration  of  other  factors  to  se- 
lect facilities  for  inspections.  A  thorough  evaluation  of  the  pilot 
that  HCFA  is  undertaking  should  be  completed  before  encouraging 
states  to  use  outcome  data  to  drive  their  survey  selection  processes. 

We  also  believe  that  the  oversight  process  could  be  strengthened 
if  the  state  survey  agencies  and  the  ESRD  Networks  would  share 
information  about  complaints  and  known  quality  of  care  problems 
at  specific  facilities.  The  18  ESRD  Networks  are  contractors  to 
HCFA  responsible  for  improving  safety  and  quality  of  dialysis  fa- 
cilities. HCFA  has  not  consistently  encouraged  coordination  be- 
tween these  two  groups  and,  in  some  cases  through  conflicting  pol- 
icy interpretations,  has  actually  impeded  it. 

As  a  result,  neither  state  agencies  nor  the  Networks  have  a  clear 
picture  of  what  the  other  is  finding  and  are  able  to  take  advantage 
of  that  information  to  target  or  otherwise  modify  their  activities. 

We  see  increased  communication  as  a  way  to  help  identify  which 
facilities  are  most  likely  to  need  attention  and  encourage  better 
£ind  more  consistent  cooperation  and  information-sharing  between 
state  agencies  and  ESRD  Networks.  We  are  encouraged  by  HCFA's 
positive  response  to  our  recommendations  and  yet  mindful  of  the 
challenges  involved  in  carrying  them  out. 

Identifying  where  the  problems  are  is  only  one  half  of  what 
needs  to  be  done.  Getting  them  corrected  and  keeping  them  cor- 
rected is  the  other  half.  HCFA's  current  enforcement  authority  does 
not  provide  strong  incentives  for  dialysis  facilities  to  stay  in  compli- 
ance with  Medicare  standards.  The  threat  to  terminate  a  facility 
from  Medicare  is  sufficient  to  bring  nearly  all  problem  facilities 
back  into  compliance  with  the  standards  but  they  do  not  nec- 
essarily stay  that  way.  Because  of  the  infrequency  of  inspections, 
it  is  difficult  to  determine  how  quickly  or  how  often  the  facilities 
fall  out  of  compliance.  But  in  every  state  we  visited  during  this  re- 
view, we  found  instances  in  which  facilities  that  had  corrected  their 
problems  were  found  to  have  serious  problems  shortly  thereafter. 

For  example,  a  Texas  facility  cycled  in  and  out  of  compliance 
over  a  9-year  period  while  developing  numerous  plans  of  correction. 
On  many  occasions,  the  deficiencies  were  so  severe  that  they  put 
the  health  and  safety  of  the  facilities'  over  200  patients  in  imme- 
diate jeopardy.  In  1999,  the  deficiencies  included  not  providing  care 
necessary  to  address  patients'  medical  needs,  not  complying  with 
physicians'  orders  and  not  following  up  on  adverse  incidents.  It 
took  more  than  4  months  and  two  revisits  fi-om  the  state  before  the 
facility  came  back  into  compliance.  However,  when  the  state  con- 
ducted another  survey  4  months  later,  the  facility  was  again  out 
of  compliance. 

In  the  past,  this  committee  has  examined  a  similar  problem  with 
respect  to  nursing  home  care  and  nursing  homes  that  cycle  in  and 
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out  of  compliance  with  quality  standards.  The  Congress  had  cre- 
ated a  broad  range  of  penalties  to  help  encourage  nursing  homes 
to  stay  in  compliance  with  standards.  We  found  that  the  sanction 
most  likely  to  encourage  staying  in  compliance — monetary  pen- 
alties— was  infrequently  used  and  we  urge  that  it  be  applied  much 
more  frequently  in  appropriate  situations. 

HCFA  lacks  comparable  authority  for  sanctioning  dialysis  facili- 
ties. We  believe  that  Congress  should  consider  whether  granting 
such  authority  could  reduce  the  likelihood  of  these  yo-yo  patterns 
of  compliance  and  noncompliance  evident  in  the  Texas  example. 

Mr.  Chairman,  this  concludes  my  statement  and  I  would  be 
happy  to  answer  any  questions  that  you  or  members  of  the  commit- 
tee may  have  and  we  also  are  ready  to  assist  the  committee  in  the 
future  in  monitoring  progress  in  guaranteeing  quality  of  care  to 
this  very  vulnerable  group  of  Medicare  beneficiaries. 

[The  prepared  statement  of  Mr.  Scanlon  follows:] 
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Mr.  Chairman  and  Members  of  the  Special  Committee: 

I  am  pleased  to  be  here  today  to  discuss  what  is  being  done  to  assure  that  the  Ccire 
provided  to  the  more  than  280,000  Medicare  patients  being  treated  for  End  Stage  Renal 
Disease  (ESRD),  also  known  as  kidney  failure,  is  adequate  and  safe.  Several  times  a 
week,  the  vast  m^ority  of  these  patients  visit  a  dialysis  facility  for  life-sustaining  blood 
cleansing  treatments.  Caring  for  these  patients  is  one  of  Medicare's  biggest  costs — with 
spending  per  patient  equaling  6  to  7  times  the  average.  These  patients  are  often  elderly 
and  afflicted  with  other  conditions,  such  as  diabetes.  Safe  and  competent  treatment  is 
critical,  because  with  patients  this  sick,  there  is  little  room  for  error. 

Responsibility  for  overseeing  the  quality  of  ESRD  care  rests  with  the  Heeilth  Care 
Financing  Administration  (HCFA),  the  agency  that  administers  Medicare.  HCFA's 
oversight  takes  two  main  forms.  First,  HCFA  pays  state  agencies  to  conduct 
unarmounced  inspections  of  dialysis  facilities.  These  inspections,  commonly  called 
surveys,  are  designed  to  determine  whether  dialysis  facilities  are  complying  with  quality- 
of-care  standards.  Second,  HCFA  pays  organizations  called  ESRD  networks  to  conduct 
quality  improvement  activities  at  the  nation's  3,800  dialysis  facilities  and  gather  data  on 
various  outcomes,  such  as  patient  mortality  rates. 

You  asked  us  to  evaluate  how  well  HCFA's  processes  for  monitoring  the  quality  of 
dialysis  services  £ire  working.  In  response,  we  have  completed  a  report  that  is  being 
released  at  this  hearing.  My  statement  today  will  highlight  some  of  the  key  points  in  that 
report. 

In  summary,  the  oversight  of  dialysis  facilities  has  several  weak  links.  As  a  result,  there  is 
little  assurance  that  facilities  aire  routinely  complying  with  Medicare's  quality  of  Ccire 
standards,  which  protect  patients'  health  and  safety.  Our  report  highlights  problems  in 
three  main  areas.  The  first  is  the  dwindling  frequency  of  on-site  surveys.  The  number  of 
facilities  surveyed  has  been  dropping  each  year  since  1993,  even  though  the  surveys 
show  that  facilities  are  becoming  increasingly  likely  to  have  one  or  more  serious 
deficiencies.  The  second  problem  is  that  HCFA's  ervforcement  approach  does  not 
provide  strong  incentives  for  dialysis  facilities  to  stay  in  compliance  with  Medicare 
requirements.  HCFA's  threat  to  terminate  a  facility  from  Medicare  is  sufficient  to  bring 
nearly  all  noncompliant  facilities  into  comphance,  but  many  soon  slip  out  of  compliance 
again.  At  present,  they  face  no  penalty  for  this  behavior.  Third,  state  agencies  and  ESRD 
networks  often  do  not  share  information  about  complaints  and  known  quality-of-care 
problems  at  specific  facilities.  As  a  result,  neither  has  a  clear  picture  of  what  the  other  is 
finding  and  is  unable  to  take  advantage  of  that  information  to  target  or  otherwise  modify 
its  own  activities.  Our  report  recommends  changes  to  address  all  three  problems.  HCFA 
has  reviewed  these  recommendations  and  agrees  with  them. 

BACKGROUND 

To  stay  alive,  a  patient  with  ESRD  must  receive  either  a  kidney  transplant  or  regular 
kidney  dialysis  treatments.  Such  treatments  use  a  machine  to  do  the  kidneys'  job  of 
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removing  impurities  from  the  blood.  If  performed  improperly,  such  treatments  can 
contaminate  patients'  blood,  causing  serious  comphcations  and  even  death. 

Kidney  dialysis  is  a  big  business.  The  number  of  Medicare  patients  receiving  kidney 
dialysis  has  increased  more  than  20  times  since  coverage  began  in  1973.  To 
accommodate  this  demand,  more  facilities  have  opened.  Since  1993,  for  example,  the 
number  of  facilities  has  grown  an  average  of  6  percent  per  year.  Medicare's  payment  for 
a  dialysis  treatment  is  a  fixed  rate  per  treatment  that  has  remained  essentially  unchanged 
for  more  than  15  years.  For  facilities  that  aim  to  maximize  profits,  such  fixed  payment 
rates  can  create  incentives  for  efficiencies  but  also  can  be  an  incentive  for  undersenace. 
Inspection  surveys  and  other  monitoring  plans  are  needed  to  help  ensure  thatcost- 
cutting  does  not  lead  to  substandard  services. 

HCFA  has  established  a  set  of  11  quality-of-care  standards,  commonly  called  "conditions 
of  participation,"  that  dialysis  facihties  are  required  to  meet.  The  conditions  of 
participation  are  designed  to  ensure  that  facilities  safely  provide  quality  care.  They 
cover  such  areas  as  the  physical  environment  of  the  facility,  the  adequacy  of  patient  care 
plans  to  address  medical  needs,  and  the  qualifications  of  the  staff  that  provide  dialysis 
services.  Inspection  surveys  are  designed  to  determine  whether  facihties  meet  these 
standards.  They  are  conducted  by  state  agencies,  typically  health  departments,  under 
contract  with  HCFA. 

HCFA  also  contracts  v^ith  18  ESRD  networks  that  work  with  facilities  to  improve  the 
quality  of  dialysis  services  provided  to  Medicare  beneficiaries.  These  ESRD  networks 
collect  data  on  key  clinicsQ  indicators  and  provide  individual  facilities  with  regional 
performance  data  on  these  indicators,  so  that  each  facility  can  compare  its  performance 
with  other  facilities.  Because  networks  are  staffed  and  governed  by  dialysis  providers 
and  others  with  expertise  in  dialysis,  they  cdso  provide  technical  support  to  help  facilities 
improve  their  performaince  on  clinical  indicators.  The  networks  also  conduct  quality 
improvement  projects  deahng  with  specific  aspects  of  dialysis,  handle  complaints 
regarding  patient  care,  and  assist  patients  in  finding  dialysis  providers. 

MOST  FACILITIES  GO  YEARS  BETWEEN  SURVEYS 
FOR  COMPLIANCE  WITH  HCFA  ST.\NDARDS 

When  a  dialysis  faciUty  is  certified  to  treat  Medicare  patients,  nearly  a  decade  may  elapse 
before  it  receives  another  HCFA-funded  survey.  Two  factors  are  at  work.  First,  the  total 
number  of  HCFA-funded  surveys  has  declined  substantially  since  1993.  Second,  a 
greater  portion  of  these  surveys  must  go  for  inspections  of  new  facilities.  The  number  of 
new  facilities  entering  the  program  has  grown  each  year,  and  each  new  facility  must 
receive  a  survey  before  it  can  begin  participating  in  Medicare.  As  a  result  of  these 
factors,  while  about  1  of  every  2  existing  facilities  received  a  recertification  survey  in 
1993,  only  about  1  in  10  received  a  recertification  survey  in  1999. 

While  the  number  of  surveys  is  going  down,  the  proportion  of  surveys  that  find  m^or 
problems  is  increasing.  In  1993,  6  percent  of  facilities  surveyed  were  cited  for  not 
meeting  a  condition  of  participation;  that  figure  rose  to  15  percent  in  1999.  A  condition- 


Page  2 


GAO/T-HEHS-00-136 


20 


of-participation  deficiency  means  that  the  problems  foimd  are  serious  enough  that, 
unless  corrected,  the  facility's  participation  in  Medicare  will  be  terminated  by  HCFA. 
Because  so  few  facilities  actually  receive  a  tecertification  siuvey  in  a  given  year  and 
surveys  are  not  performed  on  a  random  basis,  it  is  not  clear  whether  this  increased 
percentage  is  indicative  of  all  facilities.  Nevertheless,  it  is  cause  for  concern. 

The  most  common  types  of  deficiencies  included  lack  of  adequate  operational  rules  and 
patient  care  poUcies  to  safeguard  the  health  and  safety  of  patients,  the  failure  to  meet 
standards  governing  the  reuse  of  dialyzers  and  supphes,  and  lack  of  adequate  patient 
care  plans.  Deficiencies  such  as  these  can  be  life-threatening.  For  example,  improper 
procedxires  for  reusing  dialyzers  can  expose  dialysis  patients  to  microbial  contamination 
and  dangerous  levels  of  the  germicide  used  to  clean  the  dialyzers. 

HCFA  has  recognized  that  the  infrequency  of  on-site  inspections  may  be  compromising 
patient  care,  and  it  has  requested  a  nearly  threefold  increase  in  the  funding  for  dialysis 
facility  surveys — from  $2.2  milUon  in  fiscal  year  2000  to  $6.3  million  in  2001.  Such  an 
increase,  according  to  HCFA,  will  ensure  that  ESRD  facilities  are  surveyed  at  least  every 
3  years.  However,  the  extent  to  which  any  increased  on-site  survey  efforts  will  be 
effective  in  improving  quality  also  depends  on  how  well  HCFA  systems  (1)  get  facilities 
to  correct  deficiencies  and  maintain  compliance  with  standards,  and  (2)  make  use  of 
available  information  to  target  its  on-site  svirvey  resources.  As  1  will  discuss,  both  these 
areas  need  improvement 

ENFORCEMENT  PROCESS  GIVES  FAdLITIES 
LITTLE  INCENTIVE  TO  SUSTAIN  COMPLIANCE 

HCFA  reUes  on  termination  from  Medicare — or,  in  reality,  the  threat  of  termination — as 
its  only  tool  for  bringing  deficient  facilities  into  compliance  with  standards.  HCFA 
officials  view  this  threat  as  cin  effective  method  for  achieving  compliance.  Before  a 
facility  can  be  terminated,  it  has  an  opportunity,  essentially  a  grace  period,  to  correct  its 
deficiencies  or  develop  acceptable  plans  of  correction.  Of  the  481  facihties  confronted 
with  at  least  one  condition-of-participation  deficiency  since  1993,  only  three  have  been 
terminated  for  not  correcting  it.' 

We  found  that  the  problem  was  not  getting  facilities  to  comply,  but  assuring  that  they 
stay  compUant.  If  a  facility  slips  out  of  compliance  again,  it  can  avoid  a  penalty  by  once 
again  coming  into  compliance  during  the  next  grace  period.  Because  of  the  infrequency 
of  recertification  surveys,  it  is  difficult  to  determine  how  quickly  and  how  often  facilities 
fall  out  of  compliance.  It  also  means  that  a  facility  that  becomes  deficient  again  could 
remain  so  for  a  very  long  time.  Analysis  of  HCFA's  survey  database  suggests  that 
facilities  do  tend  to  have  repeat  deficiencies.  Of  those  facilities  with  four  or  more 
surveys,  38  percent  that  had  deficiencies  on  their  most  recent  survey  were  also  deficient 
in  at  least  one  of  the  same  areas  on  their  prior  survey.  More  than  half  of  them  had  two  or 
more  repeat  deficiencies.  For  example,  a  Texas  facihty  cycled  in  and  out  of  compUance 


'  An  additional  facility  voluntarily  withdrew  from  Medicare  because  of  the  threat  of  termination. 
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over  a  9-year  period  while  developing  numerous  plans  of  correction.  On  many  occasions 
the  deficiencies  were  so  severe  they  put  the  health  and  safety  of  the  facility's  227  patients 
in  immediate  jeopardy.  In  1999,  the  deficiencies  included  not  providing  care  necessary  to 
address  patients'  medical  needs,  not  complying  with  physician  orders,  and  not  following 
up  on  adverse  incidents.  It  took  more  than  4  months  and  two  re\isits  from  the  state 
before  the  facihtj-  came  back  into  compliance.  However,  when  the  state  conducted 
another  survey  4  months  later,  the  facihty  was  again  out  of  compliance.  At  the  time  of 
our  review,  state  agency  officials  were  exploring  enforcement  options  under  state 
licensing  authority. 

In  the  past,  this  Committee  has  examined  a  similar  problem — nursing  homes  that  cycled 
in  and  out  of  compliance  with  quality  standards.  The  Congress  has  allowed  HCFA  a 
broad  range  of  penalties  to  help  encourage  nursing  homes  to  maintain  compliance  with 
standards.  For  example,  for  nursing  homes  HCFA  has  authority'  to  levy  monetary 
penalties  and  stop  Medicare  payments  to  deficient  nursing  homes,  but  neither  of  these 
options  can  be  applied  to  diaJysis  facilities.  Effective  options  for  dealing  with 
chronically  deficient  dialysis  facilities  do  not  exist. 

As  we  have  stated  in  our  reports  to  you  on  nursing  homes,  monetary  penalties  in 
particular  create  a  strong  incentive  for  nursing  homes  to  remain  free  of  severe  or 
repeated  deficiencies.  Today's  report  on  ESRD  suggests  that  the  Congress  may  wish  to 
consider  granting  HCFA  the  same  sanctioning  authority  to  dialysis  facilities  as  it  has  for 
nursing  homes. 

HCFA  does  already  have  authority  to  impose  monetary  penalties  for  facilities  failing  to 
maintain  compliance  with  requirements  in  one  aspect  of  quality  of  care,  but  the  agency 
has  decided  not  to  use  this  authority.  Specifically,  HCFA  can  assess  financial  penalties 
on  facilities  that  do  not  properly  reprocess  and  reuse  dialyzers,  the  filters  that  clean  a 
patient's  blood.  Reprocessing  dialyzers  incorrectiy  can  lead  to  such  problems  as 
exposing  a  patient's  blood  to  dangerous  levels  of  the  germicide  used  to  clean  the 
dialyzers.  The  Congress  authorized  HCFA  to  impose  penalties  on  such  facilities  even  if 
they  subsequently  corrected  their  deficient  procedures,  which  may  provide  a  stronger 
incentive  than  the  threat  of  termination  to  remain  compliant  with  the  quality 
requirements. 

So  far,  HCFA  has  not  exercised  this  authority.  HCFA  officials  believe  doing  so  would  be 
difficult,  because  the  agency  could  only  recoup  payments  for  specific  services  affected 
by  the  lack  of  compliance.  However,  many  of  the  important  reuse  standards  relate  to 
processes  and  procedures  that  affect  almost  all  patients  in  a  facihty.  Our  state-level 
reviews  showed  instances  in  which  surveyors  were  able  to  identify  specific  days  on 
which  facilities  were  out  of  compliance  with  requirements  that  affected  all  patients  in  a 
facility'.  Apphcation  of  the  sanction  appears  feasible  in  these  instances.  As  a  result,  our 
report  recommends  that  HCFA  develop  procedures  to  make  use  of  this  authority. 
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EFFORTS  AND  OPPORTUNITIES  TO 
IMPROVE  ON-SITE  INSPECTIONS 

Ideally,  the  facilities  that  are  most  likely  to  be  deficient  will  be  targeted  for  more 
frequent  inspections.  We  looked  at  what  is  done  to  identify  the  dialysis  faciUties  most  in 
need  of  oversight.  HCFA  is  taking  some  steps  to  use  outcome  measures  to  identify 
facilities  to  survey.  While  this  approach  has  merit,  it  also  has  limitations  that  remain  to 
be  addressed.  We  do  see  immediate  opportunities  for  HCFA  to  facilitate  the  sharing  of 
information  between  state  regulators  who  conduct  the  inspections  and  ESRD  networks 
that  gather  information  for  individual  facilities  to  better  target  surveys.  Sharing 
information  on  complaints  and  known  quality-of-care  problems  could  help  target 
inspections  where  they  are  needed  most. 

The  approach  HCFA  is  developing  to  assist  in  targeting  surveys  involves  the  use  of 
certain  patient  outcome  measures  reported  to  ESRD  networks,  Medicare  claims 
processing  contractors,  and  the  Centers  for  Disease  Control  and  Prevention.  In  May 
2000,  as  part  of  a  pilot  project,  HCFA  created  profiles  of  these  measures  for  facilities  in 
seven  states.  The  profiles  were  based  on  information  HCFA  obtained  from  dialysis 
facilities  on  such  indicators  as  the  degree  to  which  dialysis  treatments  remove  impurities 
from  the  blood  and  the  degree  to  which  patients'  anemia  is  controlled. 

Because  the  facility  profile  project  is  in  the  process  of  being  tested,  we  did  not 
comprehensively  evaluate  it.  However,  a  m^or  concern  is  whether  the  outcome 
indicators  being  used  are  a  strong  predictor  of  noncompliance  with  Medicare  standards. 
In  the  states  we  visited,  we  found  cases  in  which  facilities  had  above-average  scores  on 
these  indicators  but  were  found  to  have  serious  deficiencies  during  surveys  or  complaint 
investigations.  These  deficiencies  included  such  things  as  lack  of  knowledge  of  basic 
medical  and  dialysis  practices  like  anemia  management,  infection  control,  and  water 
purity.  Accordingly,  we  recommended  that  HCFA  complete  an  evaluation  of  the  pilot 
project  results  before  it  encourages  states  to  use  outcome  data  as  a  key  factor  in 
selecting  facilities  for  on-site  inspections. 

More  immediately,  sharing  ESRD  networks  information  on  complaints  and  known 
quality-of-care  problems  at  specific  facilities  with  state  agencies  could  strengthen  the 
oversight  process.  HCFA  has  not  consistently  encouraged  this  coordination,  and  in  some 
cases,  through  conflicting  policy  interpretations,  has  actually  impeded  it. 

By  sharing  information  and  knowledge,  ESRD  networks  and  state  agencies  can  create  a 
more  complete  picture  of  ESRD  facilities.  The  networks  and  agencies  have  different 
information  about  facilities.  ESRD  networks  have  information  on  the  clinical  aspects  of 
the  care  in  facilities  and  also  may  be  more  aware  of  recent  staffing  and  management 
changes,  patient  complaints,  and  the  results  of  quality  improvement  initiatives.  In 
contrast,  state  survey  agencies  may  have  more  detailed  information  about  facilities' 
systems,  such  as  those  for  infection  control  and  reprocessing  dialyzers. 

HCFA's  current  "policy  allows  networks  to  share  facility-specific  information  with  state 
survey  agencies  to  aid  in  the  certification  process.  However,  HCFA  regional  offices  that 
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oversee  network  and  svirvey  agency  activities  have  not  applied  this  policy  consistently. 
As  a  result,  the  level  of  coordination  and  information  sharing  varies  dramatically  across 
regions,  and  in  most  cases  little  has  taken  place.  Most  HCFA  regional  offices  restrict 
networks  from  sharing  facility-specific  information  and  support  ESRD  networks  when 
they  deny  requests  by  state  survey  agencies  for  such  information,  saying  that  federal 
confidentiality  restrictions  prohibit  this  sort  of  exchange.  In  contrast,  with  the 
knowledge  of  its  HCFA  regional  office,  the  ESRD  network  in  Texas  began  providing 
facihty-specific  information  to  the  Texas  Department  of  Health  after  the  state  passed  a 
licensure  law  for  dialysis  facilities  in  1996.  More  recently,  early  this  year,  some  HCFA 
regional  offices  have  begun  efforts  to  facilitate  the  communication  and  exchange  of 
information,  including  facility-specific  performance  information,  between  ESRD 
netw'orks  and  state  agencies.  Because  we  see  increased  communication  as  a  way  to  help 
identify  which  faciMties  are  most  likely  to  need  attention,  we  recommended  that  HCFA 
encourage  better  and  more  consistent  cooperation  and  information  sharing  between 
ESRD  networks  and  state  survey  agencies. 

In  commenting  on  our  report,  HCFA  officials  agreed  with  our  recommendations  and 
indicated  that  steps  were  being  taken  to  implement  them.  For  example,  HCFA  stated 
that  they  would  develop  the  necessary  regulations  and  procedures  to  implement 
sanctions  for  facihties  that  do  not  meet  quality  standards  for  dialyzer  re-use.  HCFA  also 
stated  that  steps  were  under  way  to  clearly  delineate  responsibilities  of  state  survey 
agencies  and  ESRD  networks  that  would  encourage  cooperative  information  sharing  to 
help  identify  poor-performing  facilities. 

This  concludes  my  statement.  I  will  be  happy  to  answer  any  questions  you  may  have. 
GAP  CONTACTS  AND  ACKNOWLEDGMENT 

For  future  contacts  regarding  this  testimony,  please  contact  JanetHeiruich  at  (202)  512- 
7119  or  Frank  Pasquier  at  (206)  287-4861.  Indi\'iduals  who  made  key  contributions  to 
this  testimony  included  Margaret  Buddeke,  Timothy  Bushfield,  Stanley  Stenersen,  and 
Mark  Ulanowicz. 


Page  6 


GAO/T-HEHS-00-136 


24 


Related  GAO  Products 


Medicare  Quality  of  Care:  Overeight  of  Kidney  Dialysis  Facilities  Needs  Improvement 
(GAO/HEHS-00-1 14,  June  23,  2000). 

Nursing  Homes:  Additional  Steps  Needed  to  Strengthen  Enforcement  of  Quality 
Standards  (GAO/HEHS-99-46,  Mar.  18,  1999). 

Ntirsing  Homes:  Stronger  Complaint  and  Enforcement  Practices  Needed  to  Better 
Ensure  Adequate  Care  (GAO/T-HEHS-99-89). 

Medicare  Dialysis  Patients:  Widely  Varying  Lab  Test  Rates  Suggest  Need  for  Greater 
HCFA  Scrutiny  (GAO/HEHS-97-202,  Sept.  26,  1997). 

Medicare:  Data  Limitations  Impede  Measuring  Quality  of  Care  in  Medicare  ESRD 
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The  Chairman.  Thank  you,  Dr.  Scanlon. 
Now  Mr.  Grob. 

STATEMENT  OF  GEORGE  GROB,  DEPUTY  INSPECTOR  GEN- 
ERAL, OFFICE  OF  INSPECTOR  GENERAL,  U.S.  DEPARTMENT 
OF  HEALTH  AND  HUMAN  SERVICES,  WASHINGTON,  DC 

Mr.  Grob.  Good  afternoon,  Mr.  Chairman  and  Senator  Breaux. 

The  systems  intended  to  protect  vrdnerable  dialysis  patients  from 
harm  and  to  assure  and  promote  improvements  in  the  quality  of 
their  care  have  some  serious  shortcomings.  Fortunately,  there  are 
easy,  practical  solutions  to  quickly  address  the  more  fundamental 
weaknesses  and  some  promising  new  approaches  that,  in  the  long 
run,  will  not  only  strengthen  the  safeguards  for  the  patients  but  in- 
crease the  efficiency  and  the  efficacy  of  the  care  provided  to  them. 

Today  the  Office  of  Inspector  General  is  releasing  two  reports 
which  analyze  the  system's  weaknesses  and  which  provide  a  de- 
tailed comprehensive  set  of  recommendations  to  address  them.  I 
cannot  describe  everything  in  these  reports  today  but  will  briefly 
summarize  them. 

First,  to  put  things  in  perspective,  the  renal  dialysis  industry 
and  the  Health  Care  Financing  Administration  have  in  recent 
years  brought  about  significant  improvements  in  the  treatment  of 
renal  disease,  as  measured,  for  example,  by  the  adequacy  of  the  di- 
alysis rendered  to  patients,  an  improvement  from  43  percent  in 
1993  to  74  percent  between  1993  and  1998.  Other  measurable  im- 
provements have  been  made,  as  well. 

However,  in  the  course  of  our  study  we  found  serious  problems 
where  patients  were  put  at  risk  due  to  inappropriate  treatment,  in- 
cluding exposure  to  a  toxic  disinfectant  administered  directly 
through  a  patient's  bloodstream  and  a  drug  overdose  resulting  in 
prolonged  bleeding. 

The  shortcomings  of  the  protective  and  quality  assurance  sys- 
tems are  obvious.  In  1995,  20  percent  of  all  facilities  had  not  been 
surveyed  within  3  years.  This  has  risen  to  44  percent  in  1998,  and 
10  percent  had  not  been  surveyed  within  6  years.  Performance 
measures  already  available  and  used  to  track  quality  of  care  on  a 
broad  regional  scale  are  not  used  to  hold  individual  facilities  ac- 
countable for  the  care  that  they  provide. 

The  complaint  system  is  unreliable.  Patients  have  little  incentive 
and  inadequate  knowledge  to  use  it.  Medical  injuries  are  not  sys- 
tematically monitored.  The  two  main  contractors  responsible  for 
oversight  of  the  system.  Renal  Disease  Networks  and  the  state  sur- 
vey and  certification  agencies,  seldom  work  in  concert  on  any  as- 
pect of  quality  assurance.  Assessment  and  accountability  of  both  is 
minimal.  Public  disclosure  of  survey  results  and  the  findings  relat- 
ed to  individual  facilities  is  also  limited. 

We  have  made  a  complete  set  of  recommendations  to  address  the 
problems  and  highlighted  some  promising  approaches  used  by  two 
of  the  Networks  to  raise  the  level  of  care  for  kidney  disease  pa- 
tients. The  Health  Care  Financing  Administration  has  prepared  a 
plan  of  action  that  is  quite  responsive  to  our  findings  and  rec- 
ommendations. The  most  immediate  need  is  to  increase  the  fre- 
quency of  facility  surveys,  for  which  HCFA  has  requested  the  nec- 
essary funding.  Longer-term  improvements  will  result  from  atten- 
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tion  to  the  performance  and  accountability  of  individual  facilities, 
as  measured  by  clinical  and  administrative  factors.  The  problems 
can  be  corrected  £ind  care  for  these  patients  can  be  better  than  it 
is. 

That  concludes  my  testimony  and  I  will  be  happy  to  answer 
questions. 

[The  prepared  statement  of  Mr.  Grob  follows:] 
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Good  afternoon  Mr.  Chairman  and  Members  of  the  Committee.  I  am  George  F.  Grob,  Deputy 
Inspector  General  for  Evaluation  and  Inspections,  in  the  Office  of  Inspector  General  (OIG),  U.S. 
Department  of  Health  and  Human  Services.  I  am  pleased  to  testify  at  today's  hearing  on  dialysis 
facilities.  My  testimony  will  focus  on  Medicare's  system  for  the  extemal  quality  review  of  these 
facilities. 

Mr.  Chairman,  the  Health  Care  Financing  Administration  (HCFA)  has  made  important  strides  in 
usiiig  performance  measures  to  help  encourage  improvements  in  the  quality  of  care.  However,  the 
overall  system  has  major  shortcomings.  It  conducts  little  enforcement  to  ensure  compliance  with 
minimum  standards  that  help  protect  patients  from  harm.  The  system  is  fragmented,  in  that  End 
Stage  Renal  Disease  (ESRD)  Networks  and  State  survey  agencies,  HCFA's  two  main  confractors 
responsible  for  quality  oversight,  rarely  coordinate  their  efforts  to  foster  patient  protections.  And, 
fundamentally,  the  system  lacks  accountability  both  on  the  part  of  the  individual  facilities  and  on  the 
part  of  the  contractors. 

These  findings,  along  with  appropriate  recommendations,  are  contained  in  two  reports  which  we  are 
issuing  today.  These  reports  also  contain  the  plan  of  action  which  HCFA  has  prepared  to  address  the 
issues  we  have  raised. 

External  Quality  Review  Is  Important 

Many  dialysis  facilities  and  corporations  conduct  their  own  internal  quality  monitoring  and 
improvement  projects.  However,  in  order  to  protect  patient  safety,  it  is  essential  that  an  extemal 
oversight  system  exists  to  provide  objectivity  and  public  accountability  that  intemal  quality  reviews 
lack.  We  present  four  key  factors  that  underscore  the  need  for  extemal  oversight  in  dialysis 
facilities. 

Instances  of  poor  care.  In  the  course  of  our  review  of  documents,  we  came  across  several  examples 
where  patients  were  put  at  risk  due  to  inappropriate  treatment.  For  example,  we  learned  of  a  case 
where  a  patient  was  exposed  to  a  toxic  disinfectant  directly  through  his  bloodsfream,  and  another 
case  where  a  patient  received  an  overdose  of  a  drug  that  resulted  in  prolonged  bleeding. 

Vulnerable  patient  population.  There  are  over  230,000  dialysis  patients,  and  the  population  is 
growing  at  a  rate  of  7  percent  a  year.  Many  dialysis  patients  are  elderly  and  suffering  from  other 
complicated  illnesses  such  as  diabetes  and  hypertension. 

Variation  in  the  quality  of  care.  Performance  data  reveal  that  a  substantial  portion  of  patients 
nationwide  do  not  achieve  the  clinical  outcomes  recommended  by  clinical  practice  guidelines.  For 
example,  20  percent  of  hemodialysis  patients  did  not  meet  clinical  gmdelines  for  the  minimum  dose 
of  dialysis  (as  measured  by  a  KtA^s  1.2).  And,  41  percent  of  hemodialysis  patients  did  not  meet  the 
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guidelines  for  the  management  of  anemia  (as  measured  by  a  hemoglobin  level  that  met  or  exceeded 
11-12  gm/dL).  Similarly,  scientific  studies  suggest  widespread  variation  in  the  quality  of  care 
patients  receive  in  facilities.  One  study  in  particular  showed  that  facilities  differ  in  mortality  rates, 
and  that  higher  mortality  rates  were  correlated  with  faciUties  that  provided  less  adequate  doses  of 
dialysis. 

Marketplace  pressures.  The  dialysis  industry  has  grown  significantly  in  recent  years.  Moreover, 
through  a  series  of  mergers  and  acquisitions,  there  has  been  increased  consolidation  in  the  ownership 
of  the  facilities.  Along  with  growth  and  consolidation,  the  dialysis  treatment  environment  is 
characterized  by  at  least  three  other  increasingly  prominent  forces:  increased  competition  for 
patients,  heightened  concerns  to  contain  costs,  and  increased  difficulty  in  finding  and  retaining 
experienced  nurses  and  technicians  in  an  increasingly  competitive  marketplace. 

HCFA's  External  Review  Bodies 

HCFA  relies  upon  two  main  entities  to  oversee  the  quality  of  care  in  dialysis  facilities:  the  ESRD 
Networks  and  the  State  survey  agencies.  The  1 8  regional  Network  organizations,  governed  primarily 
by  renal  professionals  associated  with  facilities  in  the  Network's  region,  perform  multiple  functions 
mostly  oriented  around  collegial  efforts  to  promote  improvement  in  the  quality  of  care  and  to 
respond  to  complaints  lodged  by  patients,  staff,  and  others.  The  State  agencies,  typically  within  State 
departments  of  public  health,  perform  a  more  regulatory  role  and  have  greater  authority.  The  States 
conduct  Medicare  certification  surveys  of  facilities  and  investigate  complaints,  both  in  accordance 
with  the  Medicare  Conditions  for  Coverage  for  dialysis  facilities.  Our  report  assessed  the  role  of 
both  entities  in  the  oversight  of  dialysis  facilities. 

Our  Inquiry 

Our  findings  come  from  multiple  sources  of  information.  We  surveyed  all  1 8  Networks  and 
interviewed  over  half,  and  visited  several.  We  analyzed  several  Network  complaint  logs  and 
Network  responses  to  complainants.  We  also  analyzed  HCFA's  database  on  State  survey  agencies, 
observed  a  State  survey  of  a  dialysis  facility,  and  interviewed  staff  at  several  State  survey  agencies. 
Throughout  our  inquiry  we  interviewed  HCFA  staff  and  various  stakeholders  and  reviewed  pertinent 
Federal  documents  and  scientific  literat\ire. 

We  structured  our  inquiry  around  a  framework  that  we  have  used  in  other  studies  to  help  assess  the 
overall  effectiveness  of  an  external  quality  review  system.  For  a  comprehensive  and  effective 
external  quality  review  system,  all  components  need  to  be  adequately  addressed.  The  framework 
contains  four  elements:  use  of  standardized  performance  measures,  response  to  complaints,  on-site 
surveys,  and  response  to  medical  injuries. 
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FINDINGS 

The  Major  Strength  of  the  System  Is  its  Use  of  Performance  Measures  to  Foster  - 
Improvements  in  the  Quality  of  Care. 

HCFA's  xise  of  performance  measures  is  well  worth  noting.  Since  HCFA  began  collecting 
performance  measures  on  a  national  sample  of  patients  in  1 994,  the  data  have  shown  considerable 
improvement.  For  example,  HCFA's  data  show  the  percentage  of  patients  achieving  adequate 
dialysis  according  to  clinical  gmdelines  (a  URR  ^to  65  percent)  increased  from  43  percent  in  1993  to 
74  percent  in  1998. 

Yet,  the  Current  System  of  Oversight  Falls  Short  in  Several  Key  Aspects. 

Performance  measures  are  rarely  used  to  hold  individual  facilities  accountable.  HCFA  does  not 
require  Networks  or  States  to  collect  a  set  a  of  facihty-specific  performance  data  to  monitor  the 
performance  of  individual  facilities.  Without  facility-specific  data  it  is  difficult  for  Networks  and 
States  to  identify  poorly  performing  facilities  that  require  intervention.  In  some  instances.  Networks 
have  access  to  facility-specific  data  either  because  they  collect  them  on  their  own  or  through  other 
research  efforts.  Even  if  a  Network  is  able  to  identify  a  facility  performing  well  below  accepted 
standards,  Networks  have  little  enforcement  authority  to  ensure  compliance  and  are  reluctant  to  share 
such  information  with  States  who  have  more  authority.  Networks  are  reluctant  to  share  data  with  the 
States  because  they  fear  that  States  will  misinterpret  the  data  and  will  be  unable  to  protect  the  data 
from  public  disclosure.  Networks  believe  eventual  public  disclosure  will  undermine  their  collegial 
relationships  with  the  facilities.  Currently,  no  data  are  readily  available  to  the  public  on  a  facility- 
specific  basis  either  by  HCFA,  Networks,  or  States. 

The  complaint  systems  serve  as  unreliable  means  for  identifying  and  resolving  quality-of-care 
concerns.  Three  major  barriers  inhibit  individuals  from  lodging  complaints.  First,  dialysis  patients 
may  find  it  difficult  to  complain  about  an  individual  or  facility  providing  treatment  that  their  lives 
depend  upon  for  fear  of  retribution.  Second,  patients  may  lack  an  understanding  of  the  technical 
aspects  of  care  and  may  not  know  when  to  complain.  Third,  staff  of  dialysis  facilities  face 
significant  deterrents  to  lodging  complaints;  such  actions  could  put  their  jobs  at  risk  and  brand  them 
as  a  trouble-makers,  thereby  jeopardizing  future  employment  in  the  field. 

Network  officials  are  aware  of  and  often  sympathetic  to  these  barriers.  But,  in  general,  their  policies 
and  practices  make  the  barriers  even  more  imposing.  First,  they  tend  to  discourage  confidential 
complaints  by  stopping  investigations  short  if  complainants  are  imwilling  to  allow  their  names  to  be 
disclosed  to  the  facility  in  question.  Networks  reported  that  it  is  difficult  for  them  to  investigate 
complaints  fiilly  without  disclosing  the  complainants'  names  to  the  facility.  Second,  about  half  of 
the  Networks  require  grievances  to  be  in  writing,  before  they  take  any  action,  unless  they  involve 
life-threatening  situations,  even  though  HCFA  policy  states  that  such  an  approach  is  unnecessary. 
Third,  Networks,  and  even  more  so  the  States,  conduct  little  outreach  to  inform,  let  alone  encourage, 
patients  or  staff  to  use  the  complaint  system.  The  information  that  the  Networks  provide  tends  to  be 
limited  to  posters  sent  to  facilities  and  information  packets  sent  to  new  patients  who  are  usually 
overwhelmed  with  information  at  that  early  stage. 
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States  and  Networks  conduct  few  on-site  investigations  of  complaiats  concerning  the  quality  of  care. 
In  1998,  State  sur\'ey  agencies  conducted  about  250  on-site  investigations;  the  Networks,  about  35 
for  ovCT  3,000  facilities  nationwide. 

The  complaint  s>'Stem  also  may  be  bogged  down  with  information  requests  drawing  resources  away 
fixim  more  serious  problems.  We  examined  9  Network  complaint  logs  for  1998  and  found  that  these 
9  Networks  combined  received  over  700  complaints.  However,  the  majority-  of  these  complaints  did 
not  involve  quaUty-of-care  concerns.  About  45  percent  were  actually  requests  for  information  and 
13  percent  involved  concerns  expressed  (typically  by  staff)  about  disruptive  patients.  Of  all  the 
complaints,  25  percent  concerned  service  qualit>-  (e.g.,  temperature  of  faciLit\%  waiting  times, 
fiiendliness  of  the  staff)  and  15  percent  technical  qualit\"  (e.g.,  clinical  care,  adequacy  of  equipment). 

Netv-'orks  and  the  States  rarely  work  together  to  handle  complaints,  resulting  a  fragmented  system. 
Working  single-handedly,  neither  the  States  nor  the  Networks  can  tap  the  full  potential  of  a 
complaint  s>  stem  that  effectively  addresses  qtmlit}'-of-care  concerns.  Through  their  board 
membership,  Networks  ha\  e  important  clinical  expertise  in  nephrology  that  gives  them  substantial 
abiUtv-  to  assess  and  follow-up  complaints  regarding  the  adequacy  of  clinical  care.  But  the  Networks 
have  httie  authority'  to  enforce  corrective  actions.  The  States,  on  the  other  hand,  have  enforcement 
authorit>"  for  violations  of  the  Medicare  Conditions  for  Coverage,  but  tend  to  lack  the  clinical 
expertise  concerning  renal  care.  The  Networks  do  refer  to  the  State  agencies  complaints  concerning 
the  Medicare  Conditions.  We  found  that  in  1998  each  Network  referred,  on  average,  three 
complaints  to  the  States.  But  the  Networks  report  that  the  State  agencies  do  not  routinely  inform 
them  of  the  results  of  complaint  investigations  or  even  whether  they  conducted  an  investigation. 
Similarly,  Networks  themselves  do  not  tend  to  be  any  more  forthcoming  in  informing  the  States  of 
their  own  inv  estigations.  And,  Networks  and  State  agencies  seldom  undertake  combined  complaint 
investigations  about  the  quahty  of  care. 

Medicare  certification  surveys  play  a  limited  role  in  ensuring  facilities  meet  minimum 

standards.  The  elapsed  time  between  Medicare  surv  eys  is  increasing.  Facilitv',  Network,  and  State 
agency  staff  viewed  Medicare  surveys  as  an  important  part  of  external  oversight  However,  we 
found  that  in  1995  20  percent  of  all  facilities  were  not  surveyed  within  3  years:  by  1998,  that 
increased  to  44  percent  Ten  percent  of  facilities  had  not  been  surveyed  in  6  years  or  more  by  the  end 
of  1998. 

Partly  as  a  result  of  the  low  frequency  of  surveys.  State  survey  agencies  have  diffictilty  maintaining 
the  expertise  of  survev'ors.  Network  and  State  officials  stressed  that  dialysis  stirveys  are  highly 
technical,  requiring  knowledge  not  only  of  water  treatment  processes  but  also  of  the  complexities  of 
dialysis  treatment  As  dialysis  surveys  become  less  frequent,  survev'ors  are  increasingly  hard  pressed 
to  maintain  their  familiarity  with  dialysis  facilities,  let  alone  keep  pace  with  technological  advances. 

The  Medicare  Conditions  for  Coverage  for  dialysis  facilities  provide  an  inadequate  foundation  for 
accoimtabilitv-.  EstabUshed  in  1976,  the  Conditions  fail  to  reflect  major  changes  in  the  delivery  of 
dialysis  services,  in  the  organizational  auspices  of  dialysis  facilities,  and  in  the  concepts  of  quality 
oversight  and  qualir.'  improvement.  Pne  Conditions  fail  to  hold  the  facility  governing  body  and  the 
medical  director  sufficientiy  accountable  for  the  quahty  of  care,  and  they  fail  to  require  facihties  to 
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report  facility-specific  data,  to  conduct  quality  improvement  programs,  and  to  monitor  patient 
satisfaction. 

Medical  injuries  are  not  systematically  monitored.  Medical  injuries  are  attributable  to  the  care 
provided  to  the  patient.  Such  injuries  can  happen  even  in  the  best  of  health  care  facilities.  HCFA 
does  not  require  the  Networks,  the  State  agencies,  or  facilities  to  identify  and  analyze  medical 
injuries  attributable  to  the  care  provided  to  the  patient  as  opposed  to  the  patient's  underlying 
condition.  Without  such  a  system,  an  important  opportunity  to  identify  problems  is  missing. 

Networks  and  State  Survey  Agencies  Are  Not  Held  Accountable  for  Their 
Effectiveness. 

Assessment  of  Networks'  performance  is  minimal.  Although  HCFA  receives  regular  information 
from  Networks,  it  provides  little  substantive  evaluation  and  feedback  to  them.  For  instance,  HCFA 
does  not  hold  Networks  accountable  for  how  facilities  fare  on  performance  measures.  HCFA's  most 
formal  mechanism  for  evaluating  the  Networks  is  the  year-end  evaluation  questionnaire  that  the 
project  officers  complete  and  send  to  the  central  office.  In  our  review  of  the  completed 
questiormaires  for  1998,  we  foimd  that  they  consisted  of  multiple-choice  questions  and  few 
contained  any  elaboration. 

Assessment  of  State  survey  agencies'  performance  is  also  minimal.  HCFA  has  few  means  to 
evaluate  the  content  or  quality  of  the  surveys  the  State  agencies  conduct  on  behalf  of  Medicare. 
HCFA  no  longer  validates  surveys.  Recently,  HCFA  eliminated  this  in  favor  of  periodically 
observing  State  surveyors'  performance  and  offering  advice  and  assistance  as  applicable.  While  the 
latter  approach  has  potential  and  may  well  involve  some  useful  informal  assessment  and  feedback  to 
the  State  surveyors,  we  fovmd  no  evidence  of  substantive  evaluation  and  feedback  to  the  States  on 
such  key  matters  as  the  effectiveness  of  the  surveys,  the  skill  of  the  surveyors,  and  the  adequacy  of 
collaboration  with  the  Networks 

Public  disclosure  is  limited.  HCFA  offers  no  readily  accessible  public  information  (e.g.,  on  the 
Internet)  on  any  Network  or  State  actions  taken  by  either  Networks  or  States  to  protect  the  public. 
All  Networks  have  websites,  but  they  vary  significantly  in  the  amount  and  type  of  information  that 
they  post.  None  publishes  any  information  on  complaints  received  and  investigated  at  a  particular 
facility  or  on  any  corrective  actions  pending  against  a  particular  facility.  Similarly,  little  information 
is  readily  available  on  the  performance  of  States.  Survey  results  are  available  only  upon  request  and 
are  difficxilt  to  interpret.  Results  are  not  routinely  posted  on  the  Internet  or  in  facilities. 

RECOMMENDATIONS 

We  urged  HCFA  to  provide  leadership  to  address  the  shortcomings  we  have  identified.  In  doing  so 
we  suggested  that  HCFA  (1)  steer  external  oversight  of  the  quality  of  dialysis  facilities  so  that  it 
reflects  a  balance  between  collegial  and  regulatory  modes  of  oversight,  and  (2)  foster  greater 
collaboration  between  the  Networks  and  State  survey  agencies.  Toward  that  end,  we  offered  the 
following  specific  recommendations. 
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Holding  Individual  Dialysis  Facilities  More  Fully  Accountable  for  the  Quality  of  Care. 

Conditions  for  Coverage.  The  current  Conditions  are  close  to  a  quarter-century  old.  It  is  time  to 
update  and  reinforce  them  as  a  tool  for  holding  dialysis  facilities  accountable  for  the  quality  of  care 
they  provide.  We  recommend  that  HCFA  revise  the  current  Conditions  so  that,  at  a  minimum,  they: 
strengthen  the  accountability  of  the  dialysis  facility  governing  body,  reinforce  the  accountability  of 
the  dialysis  facility  medical  director  for  patient  care,  require  facilities  to  report  electronically  on 
standardized  performance  measures  determined  by  HCFA,  require  dialysis  facilities  to  conduct  their 
own  quality  improvement  program,  require  dialysis  facilities  to  establish  internal  systems  for 
identifying  and  analyzing  the  causes  of  medical  injuries  and  medical  errors,  and  require  dialysis 
facilities  to  monitor  patient  satisfaction. 

Facility-Specific  Performance  Data.  Facility-specific  measures  should  be  used  to  encourage 
facihties  to  improve  the  quality  of  care  and  to  help  ensure  facilities  meet  minimum  standards. 
HCFA  should  identify  a  core  set  of  performance  indicators  to  collect  regularly  on  all  patients  fi-om 
facilities.  HCFA,  with  input  form  the  professional  community  and  from  patients  and  patient 
advocates,  should  determine  a  new  core  data  set  of  clinical  data  that  will  be  used  to  help  assess  the 
quality  of  care  provided  by  facilities.  Using  these  data,  HCFA  should  disseminate  comparative 
facility-specific  reports  to  facilities.  Networks,  State  survey  agencies  and  the  public  containing  all  the 
performance  indicators.  The  data  should  be  available  to  facilities  to  support  intemal  quality 
improvement  activities,  to  Networks  to  support  regional  quality  improvement  activities  and  to 
identify  outliers  for  further  review,  to  State  siorvey  agencies  to  help  guide  and  inform  the  survey 
process,  and  to  the  public  to  foster  public  accountability.  We  emphasize  that  HCFA's  posture 
toward  performance  data  should  be  that  if  they  are  worth  collecting,  they  are  worth  disclosing. 

Complaint  System.  HCFA  needs  to  work  with  the  Networks  and  the  State  survey  agencies  to 
establish  an  effective  complaint  system  that  reflects  eight  key  elements  we  outline  in  the  report: 
accessibility,  objectivity,  investigative  capacity,  timeliness,  responsiveness  to  complainants, 
enforcement  authority,  improvement  orientation,  and  public  accountability.  HCFA  should  conduct 
pilot  projects  to  test  ways  in  which  the  Networks  and  the  State  survey  agencies  could  work  together 
to  create  such  a  complaint  system  that  is  integrated.  HCFA  should  also  develop  a  common 
instrument  that  facilities  and  others  could  use  to  assess  patient  satisfaction.  For  many  patients,  an 
anonymous  response  to  a  patient  satisfaction  survey  may  serve  as  a  safer  vehicle  for  expressing 
concern  than  a  formal  complaint  to  a  facility.  Network,  or  State  agency. 

On-site  Certification  Surveys.  Routine,  on-site  surveys  are  important  to  help  ensure  that  facilities 
comply  with  minimum  standards  outlined  in  the  Medicare  Conditions  for  Coverage.  HCFA  should 
determine  an  appropriate  minimum  cycle  for  conducting  Medicare  certification  surveys  of  dialysis 
facilities.  In  addition,  HCFA  should  conduct  pilot  tests  to  determine  the  potential  of  Network  and 
State  joint  initial  certification  visits  of  dialysis  facilities.  We  recognize  that  at  the  time  of  initial 
reviews  few  patients  are  receiving  treatment  at  the  facility  and  therefore  major  problems  rarely  are 
uncovered.  However,  we  think  that  initial  reviews  provide  an  opportimity  for  the  Networks  and 
States  to  work  together  cooperatively  without  the  pressures  associated  with  a  for-cause  investigation. 

Medical  Injuries.  The  Institute  of  Medicine  recently  called  for  a  mandatory  national  system  for 
reporting  of  such  adverse  events  in  hospitals  and  other  health  care  facilities.  Given  that  dialysis 
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treatments  are  paid  for  primarily  by  Medicare  funds,  and  that  HCFA  has  the  major  responsibility  for 
the  external  quality  oversight  of  the  facilities,  dialysis  facilities  are  an  ideal  candidate  for  testing  this 
kind  of  reporting  system.  HCFA  could  facilitate  the  development  of  publicly  accountable  means  for 
identifying  serious  medical  injuries  and  analyzing  their  causes.  The  system  should  provide  for  the 
analysis  of  adverse  events  and  for  any  necessary  corrective  actions  at  the  facilities  involved. 

Holding  the  Networks  and  State  Survey  Agencies  IMore  Fully  Accountable  for  Their 
Performance  in  Overseeing  the  Quality  of  Care  Provided  by  Dialysis  Facilities. 

Distinctive  role  of  Networks  and  States.  Policy  guidance  delineating  the  distinctive  roles  of  the 
Networks  and  State  survey  agencies  in  quality  oversight  and  providing  direction  on  how  they  should 
collaborate  is  needed.  HCFA  should  clearly  state  that  the  Networks  serve  as  its  primary  agents  in 
fostering  continuous  quality  improvement  in  the  care  provided  to  dialysis  patients,  but  yet  must  also 
support  enforcement  efforts.  Similarly,  it  would  be  helpful  for  HCFA  to  clearly  state  that  the  State 
survey  agencies  serve  as  HCFA's  primary  agents  in  enforcing  compliance  with  the  Medicare 
Conditions  for  Coverage,  but  also  must  support  improvement  opportunities.  HCFA  can  convey  this 
in  two  ways.  For  Networks,  their  contracts,  particularly  in  the  section  explaining  HCFA's  Health 
Care  Quality  Improvement  Program,  would  seem  to  be  a  particularly  appropriate  vehicle.  For  the 
State  agencies,  the  armual  budget  call  letter  would  appear  to  be  the  most  appropriate  forum.  At  a 
minimum,  the  Networks  and  State  agencies  should  be  held  accovmtable  for  collaboration  in  the 
following  four  areas:  (1)  sharing  facility-specific  data,  (2)  sharing  State  survey  results,  (3)  working 
together  in  addressing  complaints,  and  (4)  consulting  one  another  in  their  respective  areas  of 
expertise. 

Accountability  of  Networks.  Networks  can  be  held  more  accountable  in  two  ways.  First,  HCFA 
should  develop,  with  input  from  the  Networks,  a  system  for  performance-based  evaluations  of  the 
Networks.  Given  the  development  of  increasingly  sophisticated  performance  measures,  it  is 
reasonable  to  use  them  as  key  references  in  assessing  the  Networks'  own  performance.  HCFA  has 
already  moved  in  this  direction  with  the  Medicare  Peer  Review  Program.  Second,  HCFA  should 
increase  public  disclosure  of  mformation  on  the  Networks.  Such  disclosure  can  be  particularly 
important  in  helping  the  media,  advocates,  patients,  and  other  interested  parties  understand  how 
Networks  handle  complaints  and  use  performance  data  to  improve  dialysis  care.  In  the  process,  it 
reinforces  the  point  that  publicly-funded  Networks  are  accountable  to  the  general  public  as  well  as  to 
HCFA. 

Accountability  of  the  State  survey  agencies.  State  agencies  can  also  be  held  more  accoimtable  in 
two  ways.  First,  HCFA  needs  to  better  assess  the  State  surveyors.  One  way  this  can  be 
accomplished  is  to  observe  more  State  surveys.  This  provides  HCFA  with  the  opportunity  to  provide 
direct  feedback  to  surveyors  and  can  be  more  instructive  and  timely  than  validation  surveys. 
However,  because  of  the  technical  nature  of  these  surveys,  it  may  be  difficult  for  HCFA  personnel  to 
develop  and  maintain  the  expertise  to  constructively  assess  State  surveys.  In  this  regard,  HCFA 
should  consider  developing  a  small  group  of  contracted,  experienced  dialysis  surveyors  that  it  could 
draw  upon  to  periodically  observe  State  surveys  as  well  as  to  investigate  complaints  as  needed. 
Second,  HCFA  should  increase  public  disclosure  of  information  on  tlie  States  survey  agencies. 
Particularly  relevant  would  be  information  on  the  number  of  surveys  conducted,  the  specific  facilities 
surveyed,  the  type  of  deficiencies  fovind,  and  the  corrective  actions  taken.  As  with  the  Networks, 
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HCFA  could  post  this  and  other  pertment  information  on  its  own  website  or  call  for  the  States  to  post 
it  on  their  own,  or  even  post  it  within  the  facilities  as  is  the  case  for  nursing  homes. 

We  presented  our  recommendations  in  the  context  of  the  current  oversight  system  in  which  HCFA 
relies  upon  the  NepA-orks  and  State  survey  agencies.  We  believe  that  this  s>'stem  has  the  potential  to 
provide  effective  oversight  if  HCFA  moves  in  the  direction  we  call  for.  We  w^ant  to  stress  that  while 
HCFA  has  authority'  and  leverage,  it  must  approach  the  Networks  and  State  agencies  as  parmers  who 
contribute  to  and  share  a  commitment  to  high-quality  dialysis  care.  We  also  want  to  stress  that 
external  oversight  must  be  conducted  in  ways  that  rninirnize  the  regulaiorv"  burden  on  dialysis 
facilities  and  seek  to  complement  the  facilities'  own  internal  qualitv'  re\iew  efforts. 

HCFA  has  developed  a  comprehensive  plan  of  action  which  we  regard  as  responsive  to  our  findings 
and  recommendations.  The  plan  outlines  HCFA's  actions  for  each  of  our  recommendations.  Most 
notably.  HCFA's  commits  to  collect  and  disclose  facUity-specific  performance  data,  increase  on-site 
surveys,  re\ise  the  Conditions  for  Coverage,  and  strengthen  the  complaint  process. 

This  concludes  my  testimony,  and  I  welcome  your  questions. 
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The  Chairman.  Thank  you  very  much. 

I  have  questions  of  all  of  you  and  I  am  sure  that  Senator  Breaux 
will,  as  well.  And  I  would  encourage  you,  if  I  ask  a  question  of  one 
person  and  somebody  has  something  to  add  to  it  or  another  point 
of  view  on  the  same  question,  to  signal  your  intent  and  I  will  be 
glad  to  include  other  people  in  the  response. 

Dr.  Bays  you  referred  to  yourself  and  other  dialysis  patients  as 
"money  cows  with  a  market  value  of  $100,000."  What  do  you  mean 
by  that? 

Dr.  Bays.  Dialysis  patients  are  routinely  sold.  In  other  words, 
being  that  the  dialysis  industry  is  not  covered  by  the  Stark  law,  a 
physician  can  sell  his  patients.  The  clinics,  the  companies  routinely 
sell  patients  to  each  other.  In  other  words,  it  is  like  commodities. 
And  being  a  patient,  they  are  locked  into  a  geographic  area  and 
there  is  nothing  they  can  do  about  it. 

So  this  is,  to  me,  one  of  the  major  problems,  is  the  dialysis  com- 
munity should  be  put  under  the  Stark  law,  like  all  other  physicians 
are.  That  is  the  No.  1  thing.  And  No.  2  is  that  we  think  that  Micro- 
soft has  a  monopoly;  Microsoft  does  not  really  have  a  monopoly. 
Some  of  these  for-profit  companies  have  a  total  monopoly  because 
they  control  the  production  of  dialyzers,  production  of  the  machine, 
down  to  the  services,  down  to  control  of  the  geographic  area.  So 
they  control  it  completely. 

Does  that  explain  what  I  am  talking  about? 

The  Chairman.  Yes,  very  much  so. 

Dr.  Bays,  you  describe  your  experience  at  the  first  dialysis  center 
that  you  went  into,  and  these  were  your  words,  as  hell.  Can  you 
elaborate  on  the  quality  of  care  you  received  there? 

Dr.  Bays.  Well,  in  other  words,  whenever  dialysis  started  out, 
like  he  referred  to  with  the  nurses  and  ever5rthing  like  that,  which 
I  think  the  main  focus  on  dialysis  should  be  educating  the  patients 
as  to  what  is  proper  care.  And  the  second  thing  is  self-care  or  home 
care  because  the  dialysis  patient  is  on  dialysis  for  the  rest  of  their 
life;  most  of  them  are.  Transplantation  is  a  thing  for  some  people 
but  most  of  them,  it  is  not  and  it  is  not  a  permanent  cure. 

Therefore,  the  faster  they  can  dialyze  you,  the  more  money  they 
can  make.  So  they  run  you  through  just  as  fast  as  they  can  and 
give  you  the  minimum  amount  of  care  to  keep  you  alive  for  a  cer- 
tain length  of  time.  . 

Does  that  explain  it? 

The  Chairman.  Yes,  thank  you  very  much. 

Now  I  want  to  ask  Mr.  Smith  a  question.  This  is  something  that 
I  did  not  have  a  chance  to  think  about  until  just  today  because  my 
staff  just  learned  of  this  today,  that  your  dialysis  facility  made  calls 
to  you  about  your  testimony  today  while  you  were  on  dialysis. 
Could  you  tell  me  about  that  telephone  call? 

Mr.  Smith.  Well,  I  believe  it  was  Friday  I  walked  in  the  facility 
and  the  head  of  the  nursing  staff  there  asked  me  if  I  would  receive 
a  phone  call  from  the  Vice  President  of  the  company.  I  asked  her 
if  it  would  be  all  right  if  I  called  her  after  I  got  off  the  machine 
or  the  next  day  and  she  said  no,  she  would  like  to  talk  to  you  now. 

So  about  15  minutes  after  I  was  on  the  machine,  the  phone  did 
ring  and  I  got  a  call  from  her  and  it  was  basically  that  she  had 
seen  on  the  website  that  I  was  going  to  be  testifying  today.  She 
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was  questioning  a  few  of  the  things  I  was  going  to  say  and  she 
then  asked  me  if  I  would  release  my  medical  records  for  the  com- 
pany to  release  what  my  dialysis  clearances  were  and  that  kind  of 
stuff.  I  told  her  no,  if  somebody  had  a  question  about  my  clear- 
ances, they  could  ask  me. 

And  I  am  not  sure  if  there  was  a  subliminal  threat  of  some  sort 
or  whatever,  but  she  then  went  on  to  say  that  the  chairman  of  the 
board  of  the  company  woiild  be  calling  me  Wednesday  when  f  get 
back.  So  I  do  not  think  they  are  going  to  be  congratulating  me  on 
this. 

The  Chairman.  Well,  you  were  on  dialysis  at  the  time.  How  did 
that  call  affect  you  or  how  does  it  affect  you  today? 

Mr.  Smith.  Well,  the  general  policy  for  myself  is  if  somebody 
wants  to  talk  to  me  about  the  quality  of  care,  I  do  not  talk  while 
I  am  sitting  in  the  chair  of  a  dialysis  machine.  It  puts  them  at  an 
advantage  and  I  will  not  discuss  it.  But  it  kind  of  looked  at  this 
point  in  time  like  I  really  was  not  given  much  of  a  choice. 

And  just  from  the  physical  aspect  of  it,  of  course  your  blood  pres- 
sure is  going  to  go  up  and  it  affects  your  run  entirely. 

The  Chairman.  What  happens  if  you  are  asked  to  leave  the  facil- 
ity where  you  now  get  dialysis? 

Mr.  Smith.  I  have  been  asked  to  leave  the  facihty  where  I  am. 

The  Chairman.  How  recently  were  you  asked  to  leave? 

Mr.  Smith.  Paragraph  about  2  years  ago.  They  consider  me  a 
troublemaker  and  a  whistleblower,  if  you  will,  because  I  ask  them 
to  do  their  job,  the  job  that  they  are  paid  to  do. 

The  problem  is  90  percent  to  99  percent  of  dialysis  patients,  like 
the  doctor  was  saying,  are  not  educated  in  what  they  are  supposed 
to  get.  They  are  not  aware  or  made  aware  of  the  care  that  they  are 
supposed  to  be  getting. 

There  is  also  the  intimidation  factor.  As  a  patient  advocate  for 
about  6  months,  I  could  not  get  patients  to  talk  because  they  are 
so  afraid  of  what  the  technicians  are  going  to  do  to  them  that  they 
just  do  not  say  anything. 

The  Chairman.  And  being  in  the  situation  where  you  are,  with- 
out dialysis,  ob\'iously  death  is  just  around  the  corner  and  then 
being  intimidated  about  that  is  even  further  stress  that  I  presimie 
causes  some  health  problem. 

Mr.  Smith.  Absolutely.  But  personally,  after  20  some  years,  I  am 
not  intimidated  easily.  So  it  is  not  just  me;  it  is  the  other  patients. 
The  other  patients  get  intimidated  very  easily  and  it  does  affect 
their  care. 

The  Chairman.  In  my  opening  statement  I  talked  about  the  law 
that  protects  congressional  witnesses,  so  I  hope  if  there  is  any  re- 
taliation against  you  that  you  will  inform  me. 

Mr.  Smith.  Absolutely. 

The  Chairman.  Mr.  Grob,  what  is  the  process  to  get  a  complaint 
investigated  by  a  state  agency,  as  opposed  to  a  network? 

Mr.  Grob.  A  complaint  can  be  made  in  either  case.  They  can  be 
made,  as  they  are  in  nursing  homes,  through  the  survey  and  cer- 
tification agencies,  but  they  can  also  be  made  through  the  Net- 
works. So  there  is  a  dual  avenue,  if  you  will. 

One  of  the  deficiencies  that  we  found  in  the  system  is  a  failure 
to  take  advantage  of  the  great  potential  that  is  there  because  the 
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people  who  work  for  the  Networks  have  a  very  high  level  of  knowl- 
edge of  dialysis  care  and  the  people  who  do  the  survey  and  certifi- 
cation have  knowledge  of  the  quality  control  systems.  And  if  we 
could  only  put  the  two  together,  they  could  probably  do  a  lot  better 
job  of  responding  to  these  complaints. 

The  Chairman.  Why  do  Networks  require  written  complaints,  as 
opposed  to  HCFA  not  requiring  them? 

Mr.  Grob.  I  do  not  think  they  should  be  requiring  the  written 
complaints.  I  think  that  would  discourage  

The  Chairman.  But  they  evidently  do. 

Mr.  Grob.  They  evidently  do;  that  is  right.  And  they  may  require 
identification  of  the  person  filing  the  complaint,  as  well.  And,  as 
the  last  witness  said,  we  noticed  in  doing  our  reports,  as  well,  that 
some  of  the  patients  were  feeling  intimidated  and  nervous  about 
making  complaints.  In  my  opening  statement  I  made  a  remark 
about  how  the  patients  really  do  not  have  the  incentive  to  make 
complaints.  That  was  probably  a  milder  version  of  the  statement 
that  they  may  feel  intimidated — they  have  to  sign  things;  they 
have  to  identify  themselves. 

The  Chairman.  Dr.  Scanlon — and  then  I  will  go  to  Senator 
Breaux — why  doesn't  the  threat  of  termination  keep  dialysis  facili- 
ties in  compliance  for  more  than  a  short  period  of  time?  And  what 
sort  of  recommendations  does  your  agency  have  for  addressing  the 
problem? 

Dr.  Scanlon.  Mr.  Chairman,  the  threat  of  termination  has  no 
teeth  because  each  facility  is  given  an  opportunity  to  return  to  com- 
pliance before  the  termination  actually  occurs.  And  invariably,  fa- 
cilities take  advantage  of  that.  In  terms  of  almost  500  actions  that 
threatened  termination,  only  three  facilities  were  ever  terminated 
in  the  last  5  years. 

The  lack  of  incentive  is  associated  with  the  fact  that  there  is  no 
cumulative  history  that  is  supplied  when  one  is  reviewed  and  when 
the  action  to  terminate  is  initiated.  You  are  given  the  same  oppor- 
tunity to  come  back  into  compliance  as  if  you  had  never  had  an- 
other problem  in  the  past. 

So  it  is  our  sense  that  there  is  no  cost  to  a  facility  to  be  out  of 
compliance.  And  in  fact,  there  is  even  less  of  a  risk  to  facilities 
today  because  surveys  are  going  to  occur  so  infrequently  that  a  fa- 
cility may  remain  out  of  compliance  for  a  considerable  period  of 
time  before  it  is  detected  and  before  they  have  to  engage  in  produc- 
ing a  plan  of  correction. 

The  Chairman.  Senator  Breaux. 

Senator  Breaux.  Thank  you  very  much,  Mr.  Chairman.  Thank 
you,  members  of  the  panel. 

I  take  it  that  HCFA  has  the  authority  to  impose  monetary  fines. 
Did  not  Congress  give  them  the  authority  to  

Dr.  Scanlon.  HCFA  does  not  have  that  authority  with  respect 
to  dialysis  facilities.  They  do  have  the  ability  to  withhold  Medicare 
payments  when  there  are  problems  associated  with  dizJyzer  reuse 
and  they  actually  are  allowed  to  recoup  Medicare  payments  that 
have  been  made  when  they  gire  associated  with  dialyzer  reuse. 

Senator  Breaux.  On  your  statement  on  page  4,  "Congress  au- 
thorized HCFA  to  impose  penalties  on  such  facilities." 
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Dr.  SCANLON.  Right.  It  is  in  the  case  of  dialyzer  reuse  and  HCFA 
has  

Senator  Breaux.  Only  in  that  case? 

Dr.  SCANLON.  Right.  HCFA  has  said  that  they  find  the  imposi- 
tion of  those  penalties  or  the  recouping  of  funds  too  difficult  be- 
cause they  have  to  be  recouped  only  for  the  patients  that  are  af- 
fected by  the  deficient  procedures.  So  we  feel  

Senator  Breaux.  So  we  gave  them  authority  to  impose  penalties 
for  dialyzer  reuse  but  not  for  other  problems? 

Dr.  Scanlox.  Not  for  failure  to  comply  with  other  conditions  of 
participation;  no,  Senator. 

Senator  Breaux.  That  is  one  of  the  stupidest  things  we  have 
done  in  a  while. 

The  Chairman.  You  are  right. 

Senator  Breaudc.  We  wrote  a  law  that  spelled  out  that  we  can 
impose  a  penalty  for  dialyzer  reuse  but  for  nothing  else  that  goes 
wrong? 

Dr.  ScANLON.  That  is  correct,  Senator.  And  also  with  respect  to 
the  Networks,  there  are  provisions  where  the  Networks  have  some 
flexibihty  in  terms  of  the  semctions  that  they  impose  for  lesser  defi- 
ciency, but  when  a  deficiency  is  serious,  only  termination  is  their 
option. 

Senator  Breaux.  It  just  points  out  something  that  I  have  been 
arguing  about  for  a  very  long  time — the  ultimate  micromanage- 
ment  of  the  Medicare  program  by  the  Congress,  to  get  down  to  that 
small  of  an  act  of  Congress  for  that  specific  a  violation  but  not  to 
give  someone  the  authority  to  look  at  the  whole  thing.  It  boggles 
my  mind. 

So  I  guess  your  recommendation  is  because  the  penalty  is  like 
the  sledgehammer  approach,  if  you  are  not  running  a  good  pro- 
gram, the  only  thing  we  have  the  ability  to  do  is  withhold  certifi- 
cation, so  it  does  not  occur  very  much. 

Dr.  SCANLON.  That  is  correct.  Senator.  A  penalty  that  is  so  se- 
vere is  very  rarely  going  to  be  imposed  and  I  do  not  think  we  would 
be  comfortable  if  it  was  imposed  very  frequently.  Something  inter- 
mediate creates  the  incentive  to  try  to  avoid  the  penalty  because 
you  know  it  is  going  to  be  imposed. 

Senator  Breau'X.  OK.  Under  the  current  rules  and  regulations, 
131,000  pages  under  Medicare,  do  we  have  to  have  another  act  of 
Congress  to  give  them  the  authority  to  do  something  short  of  decer- 
tifying a  facility? 

Dr.  SCANLON.  I  am  afraid  you  do. 

The  Chairman.  Senator  Breaux,  that  is  one  of  the  things  that  I 
think  I  have  concluded,  and  I  am  going  to  come  to  you  and  ask  you 
for  your  help,  what  we  need  to  do  in  that  area  and  I  do  not  know 
how  difficult  it  will  be  to  do  but  I  think  we  need  to  take  a  look  at 
it. 

Senator  Breaux.  It  may  be  the  only  Medicare  reform  we  do  all 
year. 

The  Chairman.  Well,  I  support  your  approach  on  Medicare  re- 
form but  I  do  not  think  we  will  get  there  this  year,  but  we  will  get 
there  sometime. 

Senator  Breaux.  How  does  the  penalty  provisions  for  failure  to 
comply  with  standards  compare  in  the  dialysis  facilities  to  the  situ- 
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ation  with  the  nursing  homes,  which  this  committee  has  looked  at 
before,  when  you  find  a  violation  in  a  nursing  home? 

Dr.  SCANLON.  I  think  the  most  import£int  difference  is  the  ability 
in  the  nursing  home  area  to  impose  a  monetary  penalty.  Even 
though,  as  we  have  talked  before  in  prior  hesirings,  monetary  pen- 
alties have  not  been  imposed  very  often  in  the  nursing  home  area, 
part  of  that  was  due  to  some  of  the  administrative  difficulties  that 
HCFA  was  having  in  using  that  sanction. 

They  have  had  more  resources  this  year,  the  ability  to  use  more 
administrative  law  judges,  and  hopefully  some  of  those  administra- 
tive problems  w4il  be  resolved  and  we  will  be  able  to  identify 
whether  or  not  monetary  penalties  will  be  an  effective  technique  in 
the  nursing  home  area.  But  that,  I  think,  is  the  principal  difference 
betw^een  nursing  homes  and  dialysis  facilities. 

Senator  Breaux.  Tell  me,  either  Mr.  Grob  or  Mr.  Scanlon,  who 
can  tell  me  about  the  Networks?  What  are  they  supposed  to  do  and 
how  do  they  work  or  how  are  they  supposed  to  work? 

Mr.  Grob.  The  Networks  actually  sponsor  a  lot  of  improvement 
projects  for  the  facilities  in  their  regions  and  they  also  gather  clini- 
cal and  other  data  to  gauge  the  effectiveness  of  the  operations  of 
the  clinics. 

The  key  thing  here  is  that  they  do  do  that  and  there  has  been 
a  set  of  measures  that  have  been  used,  for  example,  to  demonstrate 
that  the  catre  overall  has  improved.  But  what  is  lacking  is  that  they 
do  not  use  that  same  approach  for  individual  facilities  or  for  indi- 
vidual physicians  or  for  the  care  of  an  individual  patient.  And  of 
those  three,  probably  the  individual  facility  is  the  key. 

So  they  might  be  issuing  reports  that  things  are  going  great  in 
the  region  but  if  you  wanted  to  know  how  a  particulair  facility  is 
doing,  you  would  have  trouble  finding  that  out  and  there  might  not 
be  the  goals  established  for  that  facility  that  the  facility  will  be 
held  to.  Yet  it  should  be  possible  to  that.  In  fact,  some  have  tried 
that  and  it  does  seem  to  bring  about  

Senator  Breaux.  Do  the  people  in  the  Networks  work  for  Medi- 
care? 

Mr.  Grob.  The  people  in  the  Networks,  they  are  contracted  by 
Medicare  to  do  the  work  but  they  are  experts  from  the  dialysis  in- 
dustry. 

Senator  Breaux.  Now,  do  they  inspect  the  facilities  or  just  look 
at  the  overall  information  coming  out  of  a  collective  group  of  facili- 
ties? 

Mr.  Grob.  It  is  more  the  latter  than  the  former.  The  inspections 
are  done  by  the  state  survey  teams. 

Senator  Breaux.  Are  we  duplicating  the  effort  here?  Is  there  not 
some  way  of  combining  the  work  that  Networks  do  with  inspectors 
and  have  one  more  efficient  operation? 

Mr.  Grob.  That  would  be  the  absolute  best  thing  that  we  could 
do.  We  really  think  that  both  approaches,  which  we  have  here — you 
do  have  the  survey  and  cert  inspections  and  you  do  have  the  Net- 
works—they are  both  good.  Either  one  alone  would  not  be  so  good 
but  you  have  both  of  them  and  we  think  we  should  do  more  with 
both  of  them,  especially  at  the  individual  facility  level.  There  are 
some  really  good  opportunities  for  on-hand  cooperation. 
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For  example,  I  mentioned  the  resolution  of  complaints.  It  is  also 
possible  to  strengthen  the  way  surveys  are  conducted,  by  getting 
more  information  from  the  renal  Networks  about  what  is  happen- 
ing in  individual  facilities. 

There  is  a  lot  more  that  could  be  done  about  getting  these  two 
groups  working  more  closely  together.  They  do  not  overlap  what 
they  do.  So  if  you  can  get  them  working  more  closely  together,  you 
are  going  to  get  a  better  product  out  of  it.  It  is  going  to  be  much 
better. 

Senator  Breaux.  Well,  is  there  any  way  to  compare  the  state  of 
this  industry,  this  treatment  as  far  as  quality,  10  years  ago  to  what 
it  is  today?  Are  we  better  off  today  with  the  type  of  treatment  or 
are  we  about  the  same  or  are  we  going  in  the  wrong  direction? 

Mr.  Grob.  Overall,  I  do  not  think  there  is  any  question  but  that 
the  efficacy  of  the  treatment  has  improved.  There  seems  to  be  no 
question  about  that  from  the  point  of  view  of  the  clinical  guide- 
lines. 

However,  I  think  from  the  point  of  view  of  the  service  to  the  pa- 
tient in  the  facility  and  the  failure  to  really  get  control  over  medi- 
cal errors  when  they  occur  or  complaints  when  they  are  registered, 
I  think  that  those  sireas  are  very  deficient. 

And  I  would  like  to  take,  if  you  do  not  mind,  the  opportunity  to 
elaborate  on  the  question  you  asked  about  comparison  to  the  nurs- 
ing home  industry,  because  I  think  there  are  two  other  differences. 

In  the  nursing  home  industry,  you  have  the  survey  and  certifi- 
cation reviews  approximately  once  a  year.  There  is  no  timeframe 
for  these  facilities.  As  we  said  now,  only  about  half  of  them  get  it 
even  once  every  3  years  and  some  even  less  than  once  every  6 
years. 

The  other  thing  is  if  you  wanted  to  check  into  a  nursing  home, 
you  could  go  to  HCFA's  website  and  they  will  have  a  program  there 
where  you  can  look  up  any  nursing  home  by  name  and  you  can  find 
out  the  results  of  the  survey  and  certifications  the  last  three  or 
four  times  they  were  given  but  you  cannot  get  that  information  at 
all  about  any  of  these  ESRD  facilities. 

Senator  Breaux.  Oh,  we  do  not  have  that  information  on  the 
website? 

Mr.  Grob.  It  is  not  there. 

Senator  Breaux.  So  you  cannot  compare  them  to  nursing  homes. 
Before,  you  could  go  off  and  you  can  find  more  information  about 
a  toaster  oven  than  you  could  about  some  medical  facilities — find 
out  how  often  it  breaks  and  how  much  it  costs  to  repair  it  and 
which  ones  are  reliable  and  which  ones  are  not.  ITie  nursing  home 
industry  now  has  that,  working  with  HCFA,  has  put  that  on  the 
Internet  and  made  it  available  to  everyone  just  to  be  able  to  check, 
and  you  are  saying  we  do  not  have  that  type  of  system  for  the  dial- 
ysis programs? 

Mr.  Grob.  That  is  exactly  right. 

The  Chairman.  Is  the  information  available  so  it  could  be  put  on 
line? 

Mr.  Grob.  There  are  fewer  surveys,  so  from  that  point  of  view, 
there  is  less  information.  However,  these  Networks  do  gather  a  lot 
of  information  for  the  regional  dialysis  facilities,  so  there  is  facility- 
specific  information  that  is  available.  In  fact,  if  I  may  go  even  fur- 
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ther  here,  the  idea  would  be  to  use  at  the  facihty  level  some  of  the 
techniques  that  are  being  used  at  the  regional  level  to  promote  an 
improvement  in  care.  Facilities  ought  to  be  able  to  compare  how 
well  they  do  with  respect  to  other  facilities,  previous  periods  of 
time,  things  like  that,  and  other  people  ought  to  be  able  to  compare 
them  and  goals  ought  to  be  set.  And  if  you  did  those  things,  I 
think,  in  connection  with  strengthening  the  survey  process,  I  think 
it  could  be  done.  I  think  you  could  see  a  real  improvement  here. 

The  Chairman.  So  you  think  there  would  be  information  avail- 
able that  could  be  put  on  line  here. 

Mr.  Grob.  Yes. 

The  Chairman.  And  it  would  be  available  through  an  agency 
that  contracts  with  Medicare. 

Mr.  Grob.  Yes.  Both  the  surveyors  and  the  networks  are  contrac- 
tors of  the  Health  Care  Financing  Administration.  Now,  I  think  ev- 
eryone agrees  that  the  performance  measures  and  the  other  data 
need  to  be  improved  and  HCFA  is  planning  to  do  that.  I  think  the 
industry  recognizes  that  and  has  some  of  its  own  initiatives. 

Senator  Breaux.  It  is  clear,  too,  and  I  think  the  Chairman  would 
agree  with  me  that  if  you  have  that  information  out  there  to  the 
public,  it  is  an  incentive  to  the  providers  to  do  a  better  job. 

Mr.  Grob.  Exactly. 

Senator  Breaux.  Because  they  know  their  record  is  out  there, 
like  a  nursing  home's  record,  with  all  the  good  features  and  all  the 
negatives.  People  are  going  to  shop  and  compare. 

Mr.  Grob.  That's  right. 

Senator  Breaux.  If  you  have  that  information  out  there,  there  is 
going  to  be  a  real  incentive  to  make  sure  we  are  doing  a  better  job 
because  we  are  going  to  get  reported  on. 

Mr.  Grob.  Exactly. 

Senator  Breaux.  What  I  am  hearing  then  is  inadequate  suffi- 
ciency of  inspections  and  an  inadequate  range  of  tools  with  which 
to  penalize  the  operator  for  deficiencies  that  need  to  be  addressed. 

Mr.  Grob.  Yes. 

Senator  Breaux.  Dr.  Bays  and  Mr.  Smith,  I  do  not  have  any 
other  questions  but  I  would  certainly  like  to  thank  you  very  much. 

Dr.  Bays.  Well,  I  am  on  the  network  and  the  first  thing  you  have 
to  realize  is  that  information  on  networks  is  voluntarily  sent  to  the 
network  from  the  clinics.  There  is  no  way  that  they  check  the  au- 
thenticity of  the  data.  I  have  seen  the  data  and  to  me,  it  is  a  joke. 
The  way  they  measure  adequacy  is  also  a  joke.  It  is  taking  their 
word  for  it. 

We  have  the  ability  now,  this  electronic  age,  to  get  the  true  data 
and  get  it  from  the  back  of  the  machines.  Unfortunately,  the  net- 
work is  run  by  the  industry,  it  is  staffed  by  the  industry,  has  vol- 
unteers, and  it  is  like  letting  the  fox  watch  the  henhouse. 

We  have  gone  from  a  mortality  rate  in  the  United  States  of  10 
percent  to  25  percent.  The  rest  of  the  civilized  world  has  a  mortal- 
ity rate  of  less  than  10  percent  and  those  facts  speak  for  them- 
selves. 

Senator  Breaux.  Mr.  Smith,  do  you  have  a  comment? 

Mr.  Smith.  Senator,  I  would  like  to  take  one  step  back  to  the  fa- 
cility level  and  the  information  that  is  being  gathered  and  reported. 
There  is  absolutely  no  incentive  at  the  facility  level  for  them  to  re- 
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port  mistakes  that  happen.  There  is  incident  report,  I  think  it  is 
called,  that  they  never  write.  So  the  information  that  they  are 
going  to  get  is  going  to  be  false  to  begin  with. 

Senator  Breaux.  It  is  like  confession  time.  They  are  not  going  to 
confess. 

Mr.  Smith.  You  can  gather  up  all  the  data  about  how  great  the 
units  are  doing  when  it  comes  to  the  patient  care  relationship  be- 
cause mistakes  are  never  made  or  never  recorded.  They  are  never 
reported. 

Senator  Breaux.  You  know,  it  is  interesting.  I  was  reading  about 
the  numbers  in  the  health  care  system  in  the  country  and  we  all 
think  we  have  the  finest  in  the  world.  I  continue  to  think  we  do 
but  these  numbers  I  saw  in  one  of  the  magazines  just  a  few  min- 
utes ago  was  that  $334  is  the  amount  of  money  spent  in  the  coun- 
try of  Oman  for  a  person  per  year  on  health  care  and  Oman  ranks 
No.  8  in  the  world  for  overall  fairness  and  quality  of  the  health 
care. 

The  United  States,  on  the  other  hand,  spends  $3,724  per  year 
per  person  on  health  care  and  we  rank  37th  in  the  world  on  the 
quality  of  our  health  care  system.  So  it  is  not  just  a  question  of 
spending  money.  It  is  a  lot  more  and  hopefully  we  are  making 
progress. 

Thank  you  very  much.  I  thank  the  panel. 

The  Chairman.  I  think  Dr.  Scanlon  also  wanted  to  add  some- 
thing to  your  last  comment,  Senator  Breaux. 

Dr.  Scanlon.  I  just  wanted  to  add  that  while  I  agree  completely 
with  the  power  of  information  and  how  we  really  should  be  moving 
to  focus  on  clinical  outcome  data,  a  note  of  caution  in  terms  of  how 
long  it  may  take  us  to  get  there  is  also  in  order.  For  example,  as 
we  did  our  work  and  we  looked  at  the  different  networks,  and  we 
found  extreme  variability  in  terms  of  both  the  quantity  and  quality 
of  information  they  were  collecting  about  a  facilities  performance. 

As  Mr.  Smith  has  indicated,  there  are  reasons  to  believe  that  pa- 
tient care  information  is  not  always  being  reported  and  there  are 
issues  of  accuracy  of  reporting. 

As  we  start  to  use  this  information,  I  think  we  have  to  be  even 
more  concerned  about  errors  that  may  appear  in  the  data  and  to 
have  the  methods  in  place  to  make  sure  that  we  have  accurate,  re- 
liable data,  and  we  do  not  have  those  today. 

So  I  think  while  we  would  like  to  use  patient  outcome  and  clini- 
cal data  to  measure  how  well  a  facility  is  doing,  it  is  going  to  poten- 
tially be  a  while  before  we  can  be  there  on  a  national  basis. 

The  Chairman.  I  have  three  questions  I  want  to  ask.  Let  me  an- 
nounce that  Senator  Breaux  and  I  may  have  some  questions  that 
we  will  submit  for  answers  in  writing,  but  also  other  members  who 
could  not  come  may  want  to  do  that,  as  well,  so  I  want  to  ask  you 
to  do  that  in  2  weeks. 

Dr.  Bays,  you  stated  in  your  testimony  that  you  have  concerns 
about  reuse  of  dialyzers  and  you  do  not  reuse  them  yourself  in  your 
hemodialysis  at  home.  What  is  your  greatest  concern  about  reuse? 

Dr.  Bays.  Well,  the  greatest  concern — there  are  several  concerns 
with  it.  One  of  them,  a  dialyzer  is  like  an  oil  filter,  basiceilly  the 
same  thing  as  your  car.  When  you  have  an  old  oil  filter,  the  thing 
that  filters  out  gets  stopped  up.  These  little  pores  in  this  dialyzer 
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get  stopped  up  and  the  things  that  you  do  not  get  out — you  talk 
about  urea,  that  is  mildly  toxic  in  the  body.  The  beta-2 
microglobulins,  the  phosphorus  and  other  factors  are  the  ones  that 
should  be  removed. 

Another  thing  is  the  chemicals  that  are  used  in  reuse.  The  major 
one  is  peracetic  acid  and  if  you  will  look  at  it,  peracetic  acid  is  a 
fairly  nasty  animal.  In  other  words,  if  you  spill  some  on  you  the 
precautions  are  that  you  are  supposed  to  get  your  clothes  off.  If  you 
get  some  on  your  shoes,  you  throw  them  away.  If  you  inhale  it,  it 
can  be  fatal. 

And  this  dialyzer  is  like  an  old  garden  sprayer.  If  you  take  a  gar- 
den sprayer  and  you  put  some  weed  killer  in  it  and  you  rinse  it 
and  you  wash  it  and  you  do  ever3rthing  you  want  to  it  and  then  you 
put  some  insecticide  in  it,  it  will  still  kill  your  shrubbery  when  you 
use  it. 

The  Chairman.  Well,  that  is  what  is  wrong. 

Dr.  Bays.  That  is  simply  the  basic  thing  there. 

Then  also,  the  chemicals  change  the  proteins,  the  blood  that  is 
in  there,  and  they  form  toxins.  This  all  documented  in  the  lit- 
erature. 

The  Chairman.  Thank  you. 

Now  I  would  ask  Mr.  Smith  a  question  and  that  is  in  regard  to 
your  own  experience  with  the  effect  of  your  having  cardiac  arrest 
because  of  high  and  low  potassium  levels.  I  would  like  to  have  you 
explain  what  happened  to  you  there  and  exactly  what  you  and  your 
family  were  told  at  the  hospital  about  the  reasons. 

Mr.  Smith.  Well,  I  think  there  were  two  distinctly  different  sto- 
ries from  the  providers  if  I  had  died  and  since  I  lived.  I  mean  if 
I  would  have  died,  they  would  have  just  told  them  that  it  was  just 
simply  that  this  happens  in  dialysis.  This  is  just  part  of  being  a 
dialysis  patient. 

But  since  I  lived,  I  really  was  not  told  an3rthing.  I  was  told  I  had 
low  potassium  but  there  was  no  investigation  as  to  what  caused  it 
that  I  am  aware  of,  other  than  my  own.  And  I  believe  by  looking 
back  at  the  records  like  I  did  and  talking  with  the  doctor  and  going 
back  over  my  chemistry  through  the  labs,  I  pretty  much  figured  out 
what  had  happened. 

So  again  if  I  can  conclude,  there  are  two  different  stories,  one 
had  I  died,  and  I  did  not  really  get  much  of  a  story  since  I  lived. 

The  Chairman.  And  my  last  question.  Dr.  Bays,  is  about  the  part 
of  your  testimony  where  you  told  me  that  the  first  facility  that  you 
went  to,  the  technicians  were  "untrained  personnel  with  no  medical 
background."  How  could  you  tell  this?  But,  more  importantly,  if  you 
were  going  to  voice  a  concern  or  other  people  voice  a  concern  about 
an  untrained  technician,  do  patients  feel  comfortable  complaining 
about  the  quality  of  their  care  or  the  people  who  are  working  with 
them? 

Dr.  Bays.  The  first  thing,  I  did  not  realize  they  were  untrained 
until  I  went  to  the  second  facility  and  really  understood.  It  was  in- 
conceivable to  me,  as  a  professional  man,  that  a  person  would  be 
untrained  and  unskilled.  I  knew  they  were  unskilled  but  it  was  in- 
conceivable to  me  that — say  if  you  had  an  accident  and  you  went 
in  the  hospital.  You  assume  in  the  emergency  room  that  the  one 
that  that  is  going  to  put  in  the  catheters  and  fluids  in  you  is  skilled 
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in  doing  it.  You  just  assume  this.  So  you  cannot  visualize  what  ex- 
ists. 

Plus  the  fact  that  you  have  to  realize  this,  and  most  people  do 
not  understand  this,  that  a  person  who  is  very  anemic  and  very 
uremic  has  greatly  diminished  mental  and  physical  abilities.  I 
mean  your  IQ  drops  down  quite  drastically. 

You  go  into  a  dialysis  center  and  just  sit  back  and  look  at  those 
patients.  They  are  very  lethargic.  They  really  do  not  have  the  men- 
tal ability — I  know  this  sounds  strange  to  you — to  really  make  in- 
telligent decisions.  It  is  only  whenever  they — it  is  basically  like 
concentration  camp  victims.  They  are  very  easy  to  control  and  they 
do  not  have  the — their  main  thrust  is  on  keeping  alive.  I  know  this 
sounds  strange  to  you  that  this  would  happen  in  this  country. 

The  Chairman.  What  about  patients  being  willing  to  complain 
about  the  quality  of  care  that  they  receive? 

Dr.  Bays.  Well,  there  are  two  things  there  you  have  to  realize. 
You  remember  if  you  are  on  the  verge,  the  end,  you  realize  that 
if  you  miss  two  or  three  dialysis  treatments,  you  are  going  to  die. 
Plus  the  fact  is  just  think  of  somebody  there  and  you  do  not  want 
to  make  them  mad  because  they  have  this  needle  as  big  as  a  10- 
penny  nail;  they  can  make  you  behave. 

I  know  this  may  sound  strange  to  you.  I  know  when  I  was  on 
a  network,  they  would  get  these  complaints.  See,  they  have  to  send 
in  the  name  and  patients  would  not  send  in  their  names  because 
the  first  thing  a  network  does  is  send  the  name  back  to  the  facility 
to  work  it  out. 

So  if  you  are  in  a  position  where  you  will  die  if  you  do  not  be- 
have, then  you  are  going  to  behave.  I  do  not  know  if  this  makes 
sense  to  you  or  not.  Until  you  are  in  this  position,  you  really  cannot 
understand. 

The  Chairman.  And  we  appreciate  that. 

Thank  you  all  very  much  for  your  testimony.  We  appreciate  your 
cooperation  and  hopefully  Senator  Breaux  and  I  will  come  up  with 
a  program  that  will  help  some  of  these  situations  not  to  be  re- 
peated. 

Now  I  am  going  to  call  our  second  panel  of  witnesses.  We  have 
Terry  Bahr,  President  of  the  National  Renal  Administrators  Asso- 
ciation. We  have  Dr.  William  F.  Owen,  President  of  the  Renal  Phy- 
sicians Association.  Then  we  have  Dr.  Jay  Wish,  President  of  the 
Forum  of  End  Stage  Renal  Disease  Networks,  and  Dr.  Jeffrey  L. 
Kang,  Health  Care  Financing  Administration. 

We  will  take  your  testimony  in  the  way  that  I  introduced  you, 
so  that  will  be  my  left  to  my  right.  Mr.  Bahr. 


46 


STATEMENT  OF  TERRY  BAHR,  PRESIDENT,  NATIONAL  RENAL 
ADMINISTRATORS  ASSOCIATION,  RESTON,  VA 

Mr.  Bahr.  Thank  you,  Chairman  and  members  of  the  committee 
for  allowing  us  to  present  testimony. 

I  am  an  Administrator  from  Scripps  Dialysis  Center.  We  operate 
two  freestanding  dialysis  units  in  La  Jolla,  CA.  I  am  also  currently 
the  president  of  the  National  Renal  Administrators  Association.  It 
is  a  voluntary  organization  for  professional  managers  representing 
freestanding  and  hospital-based  facilities. 

Looking  at  the  ESRD  program  for  almost  two  decades,  Medicare 
reimbursement  in  both  real  and  inflation-adjusted  dollars,  has  been 
while  dialysis  has  been  improving  quality  of  care  to  300,000  pa- 
tients. USRDS  and  HCFA  1999  data  demonstrate  that  dialysis  fa- 
cilities have  been  improving  mortality,  as  well  as  improving  ade- 
quacy of  dialysis  and  anemia  management.  These  are  two  key  dial- 
ysis quality  measurements  for  the  ESRD  patient. 

We  strongly  believe  that  dialysis  providers  are  continuing  to 
make  progress  in  improving  quality  in  our  facilities  and  Medicare 
must  do  a  better  job  of  reimbursing  dialysis  facilities  so  that  we 
can  continue  to  improve  patient  outcomes. 

The  Medicare  Payment  Advisory  Commission,  MedPAC,  essen- 
tially agrees  with  NRAA  and  the  renal  community.  They  rec- 
ommend HCFA  annually  review  the  composite  rate  paid  to  dialysis 
facilities  because  only  the  largest  dialysis  providers  are  currently 
being  reimbursed  more  than  their  cost.  Further  improvements  in 
quality  will  entail  more  resources.  This  is  an  intensive  process  re- 
quiring staff  to  do  more  patient  care  services,  education  and  mon- 
itoring. 

MedPAC  would  agree  that  dialysis  facilities  are  about  as  produc- 
tive and  efficient  as  possible.  Therefore,  it  is  unrealistic  to  expect 
dialysis  facilities  to  be  able  to  do  more  at  the  current  Medicare  re- 
imbursement levels. 

Unfortunately,  HCFA  has  no  authority  to  update  the  annual 
composite  rate,  as  it  does  for  all  other  Medicare  providers. 

NRAA  would  urge  members  of  this  committee  to  join  Senators 
Frist  and  Conrad  in  introducing  legislation  to  support  MedPAC's 
recommendations  to  increase  payments  for  dialysis  facilities  by  an 
additional  1.2  percent  in  the  year  2001  and  add  an  annual  in- 
crease, inflation  adjustment,  for  the  dialysis  providers  beginning  in 
2002. 

NRAA  has  supported  HCFA  in  its  efforts  to  improve  quality  ini- 
tiatives, including  the  current  ESRD  Clinical  Performance  Meas- 
ures Project.  These  projects  have  provided  dialysis  facilities  with 
specific  data  on  how  well  each  facility  is  doing  in  improving  ade- 
quacy of  dialysis  and  anemia  management.  USRDS,  funded  by 
NIH,  provides  facilities  also  with  specific  profiling  data  for  their  fa- 
cilities. 

NRAA  would  like  to  suggest  several  improvements  within  the 
ESRD  program.  HCFA  should  do  a  better  job  of  ensuring  state  sur- 
veyors are  well  trained  understand  the  dialysis  regulations.  HCFA 
should  require  greater  collaboration  between  the  18  ESRD  Net- 
works and  the  state  surveyors.  I  think  we  heard  about  that  earlier 
today  and  it  is  nonexistent  in  my  State  of  California. 
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HCFA  should  require  the  state  surveyors  in  general  to  survey  di- 
alysis facilities  at  least  every  3  years,  taking  the  limited  resources 
that  are  currently  available  and  focusing  on  facilities  who  have 
lower  outcomes  or  have  problems  which  w^ouid  free  them  up  to  im- 
prove those  facilities. 

There  are  other  ways  in  which  HCFA  can  help  the  renal  commu- 
nity. HCFA  should  be  required  to  respond  in  a  more  timely  fashion 
to  issues  that  are  critical  to  the  industry.  An  example  recently. 
HCFA  took  almost  a  year  to  get  answers  to  the  renal  community 
on  how  to  deal  with  ESRD  patients  in  skilled  nursing  facilities. 
These  patients  were  in  the  skilled  nursing  facility,  and  could  not 
come  to  the  dialysis  unit. 

It  took  3  years  for  HCFA  to  tell  us  what  they  would  do  on  reim- 
bursement for  doppler  flow  studies.  We  heard  about  vascular  access 
and  that  is  a  very  key  point  to  dialyzing  a  patient  well.  It  took  3 
years  for  an  answer  and  the  answer  was  not  what  we  wanted  to 
hear. 

HCFA  should  allow  dialysis  providers  to  utilize  and  reimburse 
new  technologies.  Instead,  it  is  all  considered  part  of  the  composite 
rate. 

HCFA  should  require  better  coordination  between  the  different 
departments  of  HCFA.  The  recent  reorganizations,  a  number  of  re- 
organizations, have  left  us  finding  more  questions  and  who  to  talk 
about  any  specific  issue  than  any  answers  that  have  come  fi"om 
them. 

HCFA  should  be  given  the  authority  to  require  physicians  to 
physically  see  their  patients  at  least  two  times  a  month  in  their 
unit  or  in  their  office.  Currently  that  is  not  the  case. 

Having  made  all  of  the  above  recommendations,  we  would  still 
say  the  best  way  to  monitor  and  improve  quality  to  ESRD  patients 
in  a  dialysis  facility  is  to  use  the  existing  ESRD  network  structure 
in  collaboration  with  the  state  inspectors.  Dialysis  facilities  should 
have  to  report  data  on  renal  community  consensus  outcomes  to 
their  network  and  the  networks  should  have  to  report  specific  data 
back  to  the  facilities  and  target  the  below  average  facilities  for  im- 
provement. We  have  found  in  the  renal  administrators  group  that 
this  type  of  system  works  best  for  turning  facilities  around. 

We  have  been  very  supportive  of  all  the  quality  and  continuous 
quality  programs  developed,  including  DOQI  and  KDOQI.  We  con- 
tinue to  have  AAMI  reuse  of  dialyzer  regulations,  support  for  their 
workshops  and  meetings  and  education.  And  that  is  the  end  of  my 
testimony. 

[The  prepared  statement  of  Mr.  Bahr  follows:] 
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Good  morning  Mr.  Chairman  and  Members  of  the  Special  Committee  on  Aging.  My  name  is  Terry 
Bahr,  and  I  am  the  Administrator  at  Scripps  Dialysis  Center,  which  operates  —  free-standing  for- 
profit  dialysis  facilities  in  LaJolla,  California.  I  am  currently  the  President  of  the  National  Renal 
Administrators  Association  (NRAA). 

The  NRAA  is  a  voluntary  organization  representing  professional  managers  of  dialysis  facilities  and 
centers  throughout  the  United  States.  We  represent  free-standing  and  hospital-based  facilities,  which 
are  for-profit  and  non-profit  providers  located  in  urban  and  rural  areas.  Our  members  manage 
approximately  half  of  the  dialysis  units  in  this  country  which  provide  dialysis  services  to  a  majority 
of  Medicare  End-Stage  Renal  Disease  (ESRD)  patients.  The  association  was  founded  to  provide 
information  and  education  to  our  members  and  to  work  with  the  Congress,  the  Administration,  and 
other  oversight  organizations  on  the  Medicare  ESRD  program.  Our  organization  is  dedicated  to 
providing  quality  of  care  to  the  ESRD  patients  in  our  dialysis  facilities  in  the  most  cost  effective 
manner.  The  association  is  also  dedicated  to  educating  our  membership  on  complying  with  all  of 
Medicare's  rules  and  regulations. 

We  are  delighted  to  have  the  opportunity  to  participate  in  this  important  hearing  on  the  Medicare 
ESRD  program.  Our  testimony  will  focus  on:  (1)  NRAA's  position  on  quality  of  care  provided  by 
Medicare's  ESRD  program,  (2)  HCFA's  oversight  of  the  program,  (3)  NRAA's  suggestions  for 
improvements  within  the  ESRD  program,  and  (4)  the  association's  numerous  initiatives  directed  at 
improving  the  quality  of  care  dialysis  patients  receive. 

Medicare  ESRD  Program  Is  Successful,  Cost  Effective  and  Improving  Quality  of  Care 

The  Medicare  ESRD  program  has  been  highly  successful  in  providing  access  to  life  sustaining 
quality  care  to  over  90  percent  of  individuals  with  end-stage  renal  disease  in  this  country.  The 
Institute  of  Medicine,  in  its  landmark  study  entitled,  Kidney  Failure  and  Medicare  Program, 
concluded  that,  "It  (i.e.  Medicare's  ESRD  program)  has  been  remarkably  successful  in  fulfilling  its 
intended  objectives." 

This  program  has  also  been  extremely  cost  effective  as  explained  in  the  latest  United  States  Renal 
Data  System  (USRDS),  1999  Annual  Data  Report.  According  to  this  report,  while  real  Medicare 
payments  per  year  for  ESRD  continue  to  rise  in  response  to  a  growing  ESRD  population,  nominal 
spending  per  patient  per  year  actually  decreased  by  0.2%  in  1997  and  in  the  past  several  years  there 
has  been  little  or  no  growth  in  per  patient  spending. 

Despite  almost  two  decades  of  declining  Medicare  reimbursement  both  in  real  and  inflation  adjusted 
dollars,  dialysis  providers  have  been  improving  the  quality  of  care  to  the  estimated  300,000  ESRD 
Medicare  beneficiaries  in  this  country.  The  USRDS  1999  Annual  Data  Report  demonstrates  that 
dialysis  facilities  have  been  improving  mortality  rates.  Also,  the  1999  Annual  Report  on  ESRD 
Clinical  Performance  Measures  Project,  published  by  HCFA,  shows  steadily  improving  numbers 
on  the  adequacy  of  dialysis  and  anemia  management,  two  key  measures  of  quality  of  care  for 
dialysis  patients. 
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However,  the  NRAA  strongly  believes  tliat  if  dialysis  providers  are  to  continue  making  progress  in 
improving  quality  of  care  in  their  facilities  Medicare  needs  to  do  a  better  job  of  reimbursing  dialysis 
facilities  for  providing  the  treatments  that  lead  to  improved  outcomes. 

Need  to  Include  An  Annual  Inflation  Formula  to  Medicare's  Dialysis  Payments 

The  Medicare  Payment  Assessment  Commission  (MedPAC)  essentially  agrees  with  the  NRAA's 
and  renal  coalition's  position.  MedPAC,  in  their  March  2000  Report  to  the  Congress,  recommends 
that  HCFA  annually  review  the  composite  rate  paid  to  dialysis  facilities  because  currently  all  but  the 
largest  dialysis  providers  are  being  reimbursed  by  Medicare  at  a  payment  rate  that  is  less  than  their 
costs.  Further  improvements  in  quality  will  entail  more  resources  as  improving  quality  is  an 
intensive  process  requiring  staff  to  do  more  in  terms  of  patient  education,  monitoring,  services  and 
rehabilitation. 

MedPAC  would  agree  that  dialysis  facilities  are  about  as  productive  and  efficient  as  possible  and 
therefore  it  is  unrealistic  to  expect  dialysis  facilities  to  be  able  to  do  more  at  current  Medicare 
reimbursement  levels. 

Unfortunately,  HCFA  has  no  authority  to  annually  update  the  composite  rate,  as  it  does  for  all  other 
Medicare  providers.  However,  Congress  could  mandate  that  they  be  required  to  do  so. 

The  NRAA  would  urge  members  of  this  committee  to  join  Senators  Frist  and  Conrad,  in  introducing 
legislation  to  support  MedPAC 's  recommendations  to  increase  payments  to  dialysis  facilities  by  an 
additional  1.2%  in  2001  and  require  HCFA  to  provide  an  annual  inflation  update  to  dialysis 
facilities,  beginning  in  2002. 

HCFA's  Oversight  of  the  ESRD  Program 

The  NRAA  has  supported  HCFA's  efforts  to  improve  quality  through  their  Continuous  Quality 
Improvement  (CQI)  Initiatives,  including  the  National  Anemia  Study,  Core  Indicator  Study  and  now 
the  ESRD  Clinical  Performance  Measures  Project.  These  projects  have  provided  dialysis  facilities 
specific  data  on  how  well  each  facility  is  doing  in  improving  the  adequacy  of  dialysis,  anemia  and 
other  quality  measures.  The  USRDS,  funded  by  the  NIH,  also  provides  facility  specific  profiling 
data.  The  association  believes  that  these  types  of  profiling  data  have  significantly  improved  the 
quality  of  care  in  facilities. 

NRAA's  Suggestions  for  Improvements  Within  the  ESRD  Program 

While  the  NRAA  believes  HCFA  has  made  an  honest  effort  to  help  improve  quality  of  care  in 
dialysis  facilities,  the  association  would  like  to  make  the  following  recommendations  for  additional 
improvements: 
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1.  HCFA  should  do  a  better  job  of  ensuring  that  the  state  surveyors  are  well  trained  and 
understand  the  dialysis  regulations.  In  some  states  the  surveyors  are  very  knowledgeable 
but  in  others  they  do  not  understand  the  ESRD  regulations  and  as  a  result  sometimes  unfairly 
cite  dialysis  facilities  because  they  have  misinterpreted  the  rules.  Lack  of  adequate  training 
also  frequently  results  in  variations  and  inconsistencies  in  interpreting  the  guidelines  among 
the  states  which  creates  unjustified  problems  for  providers  with  facilities  in  more  than  one 
state. 

2.  HCFA  should  require  greater  collaboration  between  the  18  ESRD  Networks  and  state 
survey  agencies.  This  would  help  target  the  limited  resources  available  to  helping  problem 
dialysis  facilities  improve  the  quality  of  care  in  their  facilities. 

3.  HCFA  should  require  the  state  surveyors  in  general  to  survey  dialysis  facilities  every 
three  years.  The  state  agencies  should  identify  problem  dialysis  facilities  and  target  them 
for  more  frequent  inspections.  For  dialysis  facilities  that  have  been  found  to  provide  good 
quality  care,  the  state  surveyors  should  only  conduct  brief  surveys  in  the  next  third  year 
survey,  so  that  they  can  spend  the  bulk  of  their  time  on  the  problem  facilities. 

There  are  other  ways  in  which  HCFA  could  assist  the  renal  community  in  improving  quality  care. 

1.  HCFA  should  be  required  to  respond  in  a  more  timely  fashion  to  issues  that  are  critical 
to  the  ESRD  industry.  For  example,  it  took  HCFA  well  over  a  year  to  respond  to  the 
association's  request  for  guidance  and  clarification  of  the  rules  concerning  ESRD  Medicare 
beneficiaries  in  skilled  nursing  facilities  (SNFs),  due  to  the  implementation  of  the  SNF 
prospective  payment  system.  Another  example  was  the  renal  community's  request  for 
continued  separate  reimbursement  for  doppler  flow  studies.  It  took  HCFA  three  years  from 
the  time  of  our  first  meeting  with  them  on  this  issue  to  publish  a  program  memorandum 
which  we  now  find  unacceptable.  The  NRAA  members  have  a  steady  stream  of  questions 
for  HCFA  on  reimbursement  issues  that  directly  or  indirectly  affect  quality  of  care.  HCFA 
should  have  to  respond  to  such  questions  within  thirty  days  rather  thain  the  months  and 
sometimes  years  before  answers  are  given. 

2.  HCFA  should  allow  dialysis  providers  to  utilize  and  be  reimbursed  for  new 
technologies  instead  of  continually  claiming  that  they  are  already  included  in  the 
composite  rate  paid  to  dialysis  facilities.  The  latest  example  concerns  doppler  flow  studies, 
which  are  used  to  measure  the  dialysis  vascular  access.  If  the  vascular  access  is  blocked  or 
in  any  way  narrowed  it  is  very  difficult  to  adequately  dialyze  a  patient.  Instead  of 
establishing  a  national  policy  on  the  medical  justification  for  separate  reimbursement  for 
doppler  flow  studies,  HCFA  is  leaving  it  up  to  each  local  fiscal  intermediary,  according  to 
their  Program  Memorandum  Transmittal  AB-00-44.  As  a  result,  some  patients'  care  will  be 
compromised  because  the  local  intermediary  has  not  made  a  decision  on  when  or  if 
reimbursement  will  be  made.  Dialysis  facilities  cannot  afford  to  provide  this  service  without 
separate  reimbursement  given  that  the  composite  rate  paid  to  dialysis  facilities  has  essentially 
been  frozen  for  the  past  two  decades. 
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3.  Require  better  coordination  between  the  different  departments  of  HCFA  that  handle 
ESRD  issues.  The  latest  reorganizations  have  resuhed  in  such  fragmentation  that  it  is  very 
difficuh  to  know  who  in  HCFA  is  handling  an  issue  and  to  get  all  the  necessary  players  at 
HCFA  to  coordinate  their  policies.  This  fragmentation  has  also  led  to  confusion  and  lack  of 
clarification  on  what  Medicare's  rules  are  which  in  turn  means  that  dialysis  facilities  have 
to  spend  too  much  time  on  administrative  issues  which  detracts  from  their  time  spent  on 
improving  quality  of  care. 

4.  HCFA  should  be  given  the  authority  to  require  physicians  to  physically  see  their 
patients  at  least  two  times  a  month  in  the  dialysis  unit  or  in  their  offices.  Physicians 
should  also  be  required  to  participate  in  patient  care  planning  on  a  monthly  basis  for  unstable 
patients  and  every  six  months  on  stable  patients  in  order  to  qualify  for  their  monthly 
capitation  fee. 

Having  made  the  above  recommendations,  the  NRAA  would  still  say  that  the  best  way  to 
monitor  and  improve  quality  of  care  of  ESRD  patients  in  dialysis  facilities  is  to  utilize  the 
existing  ESRD  Network  structure.  Dialysis  facilities  should  have  to  report  data  on  renal 
community  consensus  outcome  measures  to  their  Network  and  the  Networks  should  work  with 
facilities  that  are  below  the  average  for  their  area,  state  or  nationally  to  improve  the  care  their 
patients  receive.  Renal  administrators  have  found  that  this  system  works  best  in  turning 
problem  facilities  into  facilities  that  provide  their  patients  with  first  rate  care. 

NRAA's  Initiatives  to  Improve  Quality  of  Care  for  Dialysis  Patients 

The  NRAA  has  taken  many  steps  since  the  inception  of  the  association  to  improve  the  quality  of  care 
in  dialysis  facilities.  First,  the  NRAA  has  worked  with  other  organizations  in  the  renal 
community  to  reach  consensus  on  how  to  improve  quality  of  care  by  establishing  quality 
measurement  guidelines.  The  best  examples  of  this  are  the  establishment  of  the  Dialysis  Outcome 
Quality  Initiatives  known  as  DOQI  and  KDOQI,  which  spell  out  for  the  first  time  guidelines  for 
measuring  adequacy  of  dialysis,  and  establishes  other  outcome  measure  guidelines.  NRAA  not  only 
participated  in  the  development  of  these  outcome  measures  but  has  had  several  speakers  at  spring 
and  annual  meetings  educate  renal  administrators  on  how  to  implement  these  outcome  guidelines. 

Secondly,  the  NRAA  allots  considerable  time  at  each  spring  and  annual  conference  to  having 
a  variety  of  experts  educate  the  membership  on  the  newest  quality  standards.  For  example, 
when  new  water  quality  standards  are  established  by  the  American  Association  of  Medical 
Instrumentation  (AAMI),  the  NRAA  had  someone  from  the  organization  speak  about  the  new 
standards.  The  association  has  also  helped  sponsor  AAMI  workshops  on  water  quality  standards  for 
dialysis  facilities.  The  association  also  regularly  has  experts  talk  about  re-use  of  dialyzers  and  one 
of  our  members  has  begun  the  first  partnership  with  a  company  to  centralize  the  cleaning  and 
sterilizing  of  re-used  dialyzers  which  is  hoped  will  prove  to  be  a  cost  effective  and  quality  enhancing 
program  for  re-using  dialyzers.  Another  NRAA  member  is  currently  participating  in  a  research 
project  on  re-use. 
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Thirdly,  as  compliance  with  Medicare's  numerous  and  complex  rules  is  another  key  to 
improving  quality  of  care,  the  NRAA  undertook  to  develop  a  compliance  manual  for  dialysis 
facilities.  The  association  is  now  selling  its  compliance  manual  to  administrators  and  others  in  the 
renal  community  and  has  held  two  compliance  workshops,  with  more  to  follow. 

Fourthly,  the  association  has  helped  improved  cost  data  collection.  The  NRAA  has  also  had  a 
long  standing  interest  in  improving  the  data  supplied  on  Medicare  cost  reports  and  annually  holds 
cost  report  workshops.  The  NRAA  has  been  credited  by  MedPAC  with  improving  the  quality  of 
data  reported  on  cost  reports.  This  is  important  because  without  accurate  cost  data,  policy  makers 
cannot  make  good  recommendations  on  adequate  reimbursement  for  dialysis  care.  Without  adequate 
reimbursement  dialysis  facilities  cannot  continue  to  improve  quality  of  care  for  their  patients. 

Conclusion 

Again,  the  association  thanks  the  committee  for  die  opportunity  to  present  our  recommendations  for 
improving  quality  of  care  in  dialysis  facilities  and  HCFA's  oversight  of  the  ESRD  program.  I  would 
like  to  conclude  by  stressing  to  the  commiKee  that  without  adequate  ftinding  of  dialysis  facilities, 
providers  cannot  continue  to  improve  outcomes  and  reduce  mortalit>'  rates,  which  are  the  true 
measures  of  quality  of  care  for  ESRD  patients.  The  NRAA  urges  the  members  of  this  committee 
to  join  with  Senators  Frist  and  Conrad  in  support  of  an  annual  inflation  update  being  added  to 
Medicare's  reimbursement  for  dialysis  facilities  to  help  achieve  this  goal.  At  this  time  I  would  be 
pleased  to  answer  any  questions  that  you  might  have. 
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The  Chairman.  Thank  you,  Mr.  Bahr. 
Now  Dr.  Owen. 

STATEMENT  OF  WILLIAM  F.  OWEN,  JR.,  M.D.,  PRESIDENT- 
ELECT, RENAL  PHYSICIANS  ASSOCIATION,  ROCKVILLE,  MD 

Dr.  Owen.  Senators,  good  afternoon.  I  am  Dr.  WilHam  Owen,  Jr. 
I  am  president-elect  of  the  Renal  Physicians  Association.  The  RPA 
is  the  national  representative  for  physicians  engaged  in  the  study 
and  management  of  patients  with  renal  disease  and  our  goal  is  to 
ensure  optimal  care  under  the  highest  standards  of  medical  prac- 
tice. I  am  a  nephrologist  in  Durham,  NC  and  the  Director  of  Duke 
Institute  of  Renal  Outcomes  Research  and  Health  Policy.  Thank 
you  for  allowing  our  participation  in  these  hearings  to  identify  op- 
portunities to  enhance  patients  outcomes  and  satisfaction  through 
improved  oversight,  accountability  and  quality  of  care  in  the  end 
stage  renal  disease  program. 

The  RPA  has  long  supported  appropriate  oversight  and  account- 
ability of  providers,  nephrologists  and  allied  health  professionals 
and  payers  of  ESRD  services  in  the  context  of  quality  of  patient 
services.  The  RPA  views  the  routine  measurement  of  clinical  out- 
comes as  the  infrastructure  of  quality.  These  outcomes  should  be 
tied  to  achievable  expectations  of  performance  that  have  the  poten- 
tial to  enhance  the  quality  and  quantity  of  patients'  lives  £ind  meet 
their  physical  and  emotional  needs.  All  this  should  be  achieved,  of 
course,  recognizing  fiduciary  responsibility  to  the  payers  of  the  End 
Stage  Renal  Disease  Program. 

Examples  of  the  RPA's  commitment  to  quality  of  dialysis  services 
includes  our  development  and  dissemination  of  clinical  practice 
guidelines  for  nephrologists,  dialysis  units  and  patients.  We  were 
the  first  to  offer  minimum  standards  for  the  amount  of  hemo- 
dialysis and  expanded  these,  offering  best  practices  for  dialyzer 
reuse.  Moreover,  the  RPA  assumed  a  substantial  partnership  role 
with  the  Health  Care  Financing  Administration  in  translating  the 
guidelines  into  national  performance  measures.  Recognizing  an  op- 
portunity to  expand  health  literacy  for  patients  and  providers,  the 
RPA  developed  a  sentinel  practice  guideline  offering  guidance  for 
both  and  shared  decisionmaking  about  initiating  and  discontinuing 
dialysis. 

Other  relevant  initiatives  include  the  development  and  distribu- 
tion of  recommendations  for  the  minimum  frequency  of  physician 
visits  to  a  dialysis  unit,  a  description  of  the  scope  of  work  for  a  di- 
alysis unit's  medical  director,  and  a  documentation  tool  for  fulfill- 
ment of  the  scope  of  work  imder  the  nephrologist's  monthly 
capitated  payment. 

The  RPA  has  developed  and  distributed  position  papers  on  mul- 
tiple topics,  including  end  stage  renal  disease  patient  protections  in 
managed  care  organizations,  in  which  safeguards  for  this  vulner- 
able patient  population  are  articulated;  support  for  the  exclusion  of 
end  stage  renal  disease  patients  from  managed  care  plans  until 
greater  patient  protection  is  implemented  and  the  AAPCC  is  ad- 
justed and  principles  for  dialysis  unit  accreditation  and  certifi- 
cation that  urge  review  at  a  regular  frequency  and  that  focus  on 
patient  outcomes,  rather  than  simple  operational  processes. 
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The  RPA  has  taken  the  lead  in  organizing  dialysis  stakeholders 
to  develop  interventions  to  enhance  ESRD  patient  safety.  Also,  the 
RPA  has  taken  a  proactive  position  to  minimize  racial  inequity  in 
the  ESRD  program  by  sending  a  letter  to  all  our  members  remind- 
ing them  to  meet  patients'  reasonable  expectations  for  renal  trans- 
plantation. Last,  the  RPA  supports  efforts  by  other  societies  to  de- 
velop minimum  uniform  criteria  for  staff  training  and  credentialing 
in  dialysis  units. 

The  RPA  feels  that  the  18  End  Stage  Renal  Disease  Networks 
are  the  best  equipped  to  serve  as  our  public  quality  oversight  part- 
ner. The  RPA  favors  the  Networks  first,  because  of  their  greater 
depth  of  experience  in  quality  oversight  for  ESRD  patients;  second, 
the  multidisciplinary  leadership  of  nephrologists,  nurses,  social 
workers,  nutritionists  and  patients;  and  last,  a  regional  organiza- 
tion that  recognizes  geographic  variations  in  care  and  oversight. 

The  RPA  acknowledges  HCFA's  quality  oversight  role  but  feels 
that  its  size  and  fiduciary  mission  may  complicate  quality  improve- 
ment strategies.  Similarly,  state  health  departments  have  substan- 
tial competing  tasks  that  confound  their  role. 

Although  the  RPA  favors  the  ESRD  Netw^orks  for  quality  over- 
sight, we  recognize  opportunities  to  improve  their  quality  manage- 
ment. 

The  principles  of  our  recommendations  are  first,  that  perform- 
ance measures  for  providers  and  physicians  should  be  actionable 
and  linked  to  patient  outcomes.  Second,  the  performance  of 
nephrologists  and  indi\ddual  dialysis  units  should  be  routinely 
monitored.  Third,  minimum  levels  of  performance  should  be  de- 
fined and  monitored  using  quality  assurance  strategies  and 
achievement  above  these  minimum  benchmarks  facilitated  using 
continuous  quality  improvement  methods. 

Fourth,  accountability  should  be  maintained  and  demanded. 
Fifth,  outcomes  should  be  compared  between  providers  and  appro- 
priate results  should  be  offered  to  patients.  Six,  greater  coordina- 
tion of  efforts  between  oversight  agencies  is  needed.  And  last,  ade- 
quate funding  is  needed  to  support  all  of  these  activities. 

To  minimize  interpretive  vagaries  and  enforce  durable  improve- 
ment, the  RPA  feels  that  these  principles  are  best  realized  as  a  leg- 
islative mandate,  such  as  our  ESRD  continuous  quality  improve- 
ment legislative  proposal. 

Again  we  thank  the  Special  Committee  on  Aging  for  this  oppor- 
tunity to  offer  our  approach  for  improving  patient  outcomes  within 
the  ESRD  program.  We  look  forward  to  being  a  continued  resource 
to  you  and  to  this  Congress.  Thank  you. 

[The  prepared  statement  of  Dr.  Owen  follows:] 
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Testimony  before  the  Senate  Special  Committee  on  Aging 
On  Medicare's  End  Stage  Renal  Disease  Program 
Submitted  by  the  Renal  Physicians  Association 
June  26,  2000 

The  RPA  is  the  national  representative  for  physicians  engaged  in  the  study  and  management 
of  patients  with  renal  disease,  and  our  goal  is  to  ensure  optimal  care  under  the  highest 
standards  of  medical  practice.  RPA  appreciates  the  opportunity  to  provide  written  testimony 
to  the  Special  Committee  on  Aging,  and  our  organization  is  available  as  a  resource  to 
Committee  as  it  continues  its  review  of  the  quality  of  care  provided  to  the  nation's  End  Stage 
Renal  Disease  (ESRD)  patients.  RPA's  testimony  will  discuss  our  positions  on  the  issues 
raised  by  the  Committee  in  its  request  for  input,  primarily  focusing  on  regulatory  oversight  of 
the  ESRD  program,  and  in  the  context  of  those  positions  will  offer  recommendations  for 
improvement  where  appropriate. 

Overview  and  History 

The  RPA  has  long  supported  appropriate  oversight  and  accountability  of  providers, 
nephrologists,  allied  health  professionals,  and  payers  of  ESRD  services  in  the  context  of 
quality  of  patient  services.  The  RPA  views  the  routine  measurement  of  clinical  outcomes  as 
the  infrastructure  of  quality.  These  outcomes  should  be  tied  to  achievable  expectations  of 
performance  that  have  the  potential  to  enhance  the  quality  and  quantity  of  patients'  lives  and 
meet  their  physical  and  emotional  needs.  All  this  should  be  achieved  recognizing  fiduciary 
responsibility  to  the  payers  of  the  ESRD  Program. 

Examples  of  the  RPA's  commitment  to  quality  of  dialysis  services  includes  our  development 
and  dissemination  of  clinical  practice  guidelines  for  nephrologists,  dialysis  units,  and 
patients.  We  were  the  first  t^  offer  minimum  standards  for  the  amount  of  hemodialysis  and 
expanded  these  offering  best  practices  for  dialyzer  reuse.  Moreover,  the  RPA  assumed  a 
substantial  partnership  role  with  HCFA  in  translating  the  guidelines  into  national 
performance  measures.  Recognizing  an  opportunity  to  expand  health  literacy,  the  RPA 
developed  a  sentinel  practice  guideline  offering  guidance  for  shared  decision  making  about 
initiating  and  discontinuing  dialysis.  Other  relevant  initiatives  include  the  development  and 
distribution  of  recommendations  for  the  minimum  frequency  of  physician  visits  to  the 
dialysis  unit,  a  description  of  the  scope  of  work  for  a  dialysis  unit  medical  director,  and  a 
documentation  tool  for  fulfillment  of  the  scope  of  work  under  the  nephrologist's  monthly 
capitated  payment.  We  would  be  pleased  to  provide  any  of  these  documents  at  the 
Committee's  request. 


1 


57 


RPA  Positions  on  Quality  Oversight  and  Improvement 

Regarding  the  specific  issues  under  review  by  the  Special  Committee,  the  RPA  has 
developed  and  distributed  position  papers  on  the  following  topics  in  recent  years:  1)  ESRD 
patient  protection  in  managed  care  organiisations  in  which  safegiiards  for  this  vulnerable 
patient  population  are  articulated,  2)  support  for  the  exclusion  of  ESRD  patients  fi-om 
managed  care  plans  xantil  greater  patient  protection  is  implemented  and  the  AAPCC  is 
adjusted,  and  3)  principles  for  dialysis  unit  accreditation  and  certification  that  urge  review  at 
regular  fi"equencies  and  that  focus  on  patients'  outcomes,  rather  than  operational  processes. 
The  principal  thrusts  of  these  three  positions  are  summarized  as  follows,  and  the  complete 
documents  are  appended  to  this  testimony: 

ESRD  Patient  Protections  in  Managed  Care  -  RPA  believes  that  in  order  to  protect  the  rapidly 
expanding  managed  care  population  in  the  United  States,  particularly  vulnerable  sub-groups 
such  as  those  with  ESRD,  legislation  establishing  patient  protections  must  be  enacted.  At  a 
minimum,  patient  protection  legislation  should  include  provisions  ensuring  access  to 
specialty  care,  use  of  reasonable  criteria  for  utilizing  emergency  services,  confidentiality  of 
medical  records,  and  protection  for  providers  against  interference  with  medical 
communications  and  improper  incentives.  Foremost,  the  system  must  define  and  evaluate 
processes  of  enrolhnent  and  care  where  the  patient  and  family  imderstand  the  ramifications  of 
a  particular  decision.  RPA  acknowledges  that  when  cautiously  and  appropriately 
administered,  managed  care  can  provide  enhanced  efficiencies  of  care  delivery.  However, 
patients  often  get  lost  in  the  fray  of  efficiency  and  fall  victim  to  a  well-intended  but  flawed 
system.  The  physician  must  remain  the  patient's  advocate  in  an  increasingly  sophisticated 
system.  Early  prevention  can  often  save  both  costs  and  morbidity.  For  chronically  ill  patient 
populations  such  as  those  with  ESRD  or  those  with  conditions  that  are  often  precursors  to 
ESRD  such  as  diabetes  and  hypertension,  the  limitations  inherently  present  in  managed  care 
can  have  a  tangibly  negative  effect,  including  reduced  quality  or  loss  of  life. 

ESRD  Patient  Participation  in  Managed  Care  Plans  -  Currently,  RPA  opposes  a  repeal  of 
Section  1876  of  the  Social  Security  Act,  which  specifically  prohibits  Medicare  ESRD 
beneficiaries  from  participating  in  managed  care  plans.  However,  the  issue  of  ESRD  patient 
participation  in  managed  care  plans  has  recently  come  \mder  increased  scrutiny,  and  therefore 
RPA  believes  this  subject  merits  reevaluation.  In  order  for  ESRD  patients  to  safely  ^ 
participate  in  managed  care  plans,  the  RPA  believes  that:  (1)  A  quality  oversight  program 
must  be  implemented  that  includes  continuous  quality  improvement  methodologies  such  as 
clinical  practice  guidelines,  clinical  performance  measures,  and  integrated  information 
systems.  Qviality  improvement  processes  should  encompass  the  current  ESRD  Network 
system  and  should  focus  on  actual  implementation  of  CQI  methodologies  at  both  the 
Network  level  and  the  facility  level.  A  national  committee  should  be  established  to  oversee 
these  CQI  efforts.  Legislative  proposals  should  include  emphasis  on  patient  surveys  and 
outline  the  critical  success  factors  needed  for  QI  implementation  at  the  network  and  dialysis 
facility  level;  (2)  Modification  of  the  AAPCC  must  occur  first  as  many  of  the  other 
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difficulties  occurring  in  Medicare  managed  care  flow  from  inadequate  reimbursement  for 
these  groups  of  patients.  Appropriate  adjustment  for  case-mix  variability  that  provides 
sufficient  reimbursement  for  both  complex  and  relatively  stable  ESRD  patients  will  allovv  the 
sponsors  of  these  delivery  systems  to  provide  an  expanded  level  of  benefits  to  vulnerable 
patients  while  maintaining  fiscal  viability;  and  (3)  Any  legislative  proposal  to  repeal  the  1876 
prohibition  must  be  delayed  for  a  minimum  of  two  years  to  allow  for  fiill  implementation  of 
the  CQI  oversight  program  and  modification  of  the  AAPCC.  In  the  event  that  the  CQI  and 
AAPCC  proposals  are  not  implemented,  the  ban  must  not  be  repealed. 

Improving  the  Dialysis  Facility  Accreditation  and  Certification  Process  -  The  RPA  supports 
the  accreditation,  certification  and  licensure  of  dialysis  facilities  as  a  visible  means  of 
ensuring  accoxmtability,  and  in  order  to  accomplish  these  functions  appropriately,  increased 
federal  funding  is  necessary.  The  RPA  believes  that  an  appropriate  accreditation  and 
certification  system  will  emphasize  use  of  evidence-based  quality  improvement 
methodologies  that  use  outcomes  data  to  enhance  facility  processes.  Within  the  current 
governmental  framework  exist  several  alternative  solutions  with  the  potential  to  improve  the 
outlook  for  dialysis  facility  accreditation.  One  possibility  involves  legislative  modification  of 
the  statutes  that  govern  certification  of  facilities  providing  services  to  Medicare  beneficiaries. 
By  adding  dialysis  facilities  to  the  list  of  provider  types  for  whom  certification  is  statutorily 
reqiiired  (currently  nursing  homes  and  home  health  agencies),  ESRD  facilities  would  be 
assured  that  their  certification  surveys  and  re-inspections  would  both  occur  within  a  defined 
timeframe.  Considering  the  highly  vulnerable  nature  of  the  patient  population  being  served 
by  these  facilities,  and  the  potential  therapeutic  and  economic  benefits  of  improving  care  to 
these  individuals,  enactment  of  legislation  expanding  the  list  of  Medicare  providers  requiring 
timely  certification  appears  to  be  a  reasonable  and  cost-efficient  method  of  improving 
dialysis  facility  accreditation.  The  ESRD  Network  organizations  offer  another  avenue  for 
improving  dialysis  facility  accreditation  using  an  existing  governmental  agency.  By 
providing  deeming  authority  for  certification  to  the  Networks,  HCFA  would  be  engaging 
organizations  that  are  already  in  contact  with  the  nation's  dialysis  providers  and  already 
heavily  involved  in  the  business  of  improving  the  quality  of  care  to  ESRD  patients.  The 
territorial  orientation  of  the  network  system  would  easily  allow  for  consideration  of  regional 
differences  as  necessary.  As  the  Networks  already  serve  a  vital  role  as  a  catalyst  for 
improvement  for  the  nation's  dialysis  facilities,  providing  deeming  authority  to  these  entities 
would  seem  to  be  a  natural  extension  of  their  current  mission.  The  Networks  are  responsible 
for  ensuring  the  most  efficient  use  of  Medicare  dollars  for  dialysis  treatment  and  kidney 
transplantation  through  monitoring  quality  of  care  indicators  and  maintaining  timely, 
complete  data  on  the  ESRD  program. 

For  these  reasons,  the  RPA  feels  that  the  eighteen  ESRD  Networks  are  best  equipped  to  serve 
as  our  public,  quality  oversight  partner.  In  summary,  we  favor  the  ESRD  Networks  because 
of  their:  1)  greater  depth  of  experience  in  quality  oversight  for  ESRD  patients,  2) 
multidisciplinary  leadership  of  nephrologists,  nurses,  social  workers,  nutritionists,  and 
patients,  and  3)  regional  organization  that  recognizes  geographic  variations  in  care  and 
oversight.  The  RPA  acknowledges  HCFA's  quality  oversight  role,  but  feels  that  its  size  and 
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fiduciary  mission  may  complicate  quality  improvement  strategies.  Similarly,  state  health 
departments  have  substantial  competing  tasks  that  confoimd  their  role. 

Recommendations 

Although  the  RFA  favors  the  ESRD  Networks  for  quality  oversight,  we  recognize 
opportunities  to  improve  their  quality  management,  and  have  accordingly  developed 
the  following  recommendations  for  enhancement  of  the  quality  of  delivered  ESRD  care. 
To  minimize  interpretive  vagaries  and  enforce  durable  improvement,  the  RPA  feels  that 
these  recommendations  are  best  realized  as  a  legislative  mandate,  such  as  our  ESRD 
Continuous  Quality  Improvement  legislative  proposal. 

1)  Performance  measures  for  providers  and  physicians  should  be  actionable  and 
linked  to  patients'  outcomes. 

2)  Performance  of  nephrologists  and  individual  dialysis  units  should  be  routinely 
monitored. 

3)  Minimum  levels  of  performance  should  be  defined  and  monitored  using  quality 
assurance  strategies,  and  achievement  above  these  minimum  benchmarks  facilitated 
using  continuous  quality  improvement  methods. 

4)  Accountability  should  be  maintained  and  demanded. 

5)  Outcomes  should  be  compared  between  providers,  and  appropriate  results  should 
be  offered  to  patients. 

6)  Greater  coordination  of  efforts  between  oversight  agencies  is  needed. 

7)  Adequate  federal  funding  is  needed  for  these  activities. 

Conclusion 

The  RPA  commends  the  Special  Committee  on  Aging  for  addressing  issues  surrounding  the 
quality  of  care  delivered  to  the  nation's  ESRD  patients.  We  appreciate  the  opportunity  to 
provide  input  to  your  efforts,  and  look  forward  to  working  collaboratively  with  the  Congress 
to  advance  the  goal  of  continuous  quality  improvement  in  the  ESRD  program. 
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APPENDIX  A 

Adopted  by  the  RPA/ASN  Board  of  Directors,  1/23/99 

RPA/ASN  POSITION 
ON  ESRD  PATIENT  PROTECTIONS 


EXECUTIVE  SUMMARY 

RPA/ASN  believe  that  in  order  to  protect  the  rapidly  expanding  managed  care  population  in  the 
United  States,  legislation  establishing  patient  protections  must  be  enacted.  At  a  minimum,  patient 
protection  legislation  should  include  provisions  ensuring  access  to  specialty  care,  use  of  reasonable 
criteria  for  utilizing  emergency  services,  confidentiality  of  medical  records,  and  protection  for 
providers  against  interference  with  medical  communications  and  improper  incentives.  Foremost,  the 
system  must  define  and  evaluate  processes  of  enrollment  and  care  where  the  patient  and  family 
understand  the  ramifications  of  a  particular  decision.  Meaningful  legislation  should  also  include  well- 
defined  processes  for  quality  improvement,  information  dissemination,  and  grievance  resolution, 
protections  against  provider  deselection,  and  out-of-network  access,  or  Point-of  Service  (POS). 

BACKGROUND 

If  the  managed  care  population  in  the  United  States  maintains  a  steady  rate  of  growth  into  the  next 
millennium  as  expected,  it  will  become  increasingly  important  that  meaningful  patient  protections  are 
put  into  place  to  ensure  that  patient  health  outcomes  are  not  adversely  affected  by  sometimes 
troubling  managed  care  strategies.  Recent  studies  indicate  that  while  fewer  than  one  in  seven 
Americans  with  private  insurance  were  insured  by  a  managed  care  organization  (MCO)  less  than  ten 
years  ago,  today  nearly  three  of  every  four  Americans  with  private  insurance  are  enrolled  in  some 
form  of  managed  care.  Including  Medicaid  and  Medicare  beneficiaries,  there  are  now  more  than  140 
million  Americans  covered  by  managed  care. 

RPA/ASN  acknowledges  that  when  cautiously  and  appropriately  administered,  managed  care  can 
provide  enhanced  efficiencies  of  care  delivery.  However,  patients  oftentimes  get  lost  in  the  fray  of 
efficiency  and  fall  victim  to  a  well-intended  but  flawed  system.  The  physician  must  remain  the 
patient's  advocate  in  an  increasingly  sophisticated  system.  Early  prevention  can  often  save  both  costs 
and  morbidity.  For  chronically  ill  patient  populations  such  as  those  with  End-Stage  Renal  Disease 
(ESRD)  or  those  with  conditions  that  are  often  precursors  to  ESRD  such  as  diabetes  and 
hypertension,  the  limitations  inherently  present  in  managed  care  can  have  a  tangibly  negative  effect, 
including  reduced  quality  or  loss  of  life. 

As  Congress  looks  to  address  the  shortcomings  of  managed  care,  we  believe  that  certain  patient 
protection  principles  of  fundamental  importance  must  be  included  as  part  of  any  legislative  effort  to 
reform  the  managed  care  industry.  At  a  minimum,  patient  protection  legislation  should  include 
provisions  ensuring  access  to  specialty  care,  use  of  reasonable  criteria  for  utilizing  emergency 
services,  confidentiality  of  medical  records,  and  protection  for  providers  against  interference  with 
medical  communications  and  improper  incentives.  Other  critical  success  factors  include  well-defined 
processes  for  quality  improvement,  information  dissemination,  and  grievance  resolution,  protections 
against  provider  deselection,  and  out-of-network  access,  or  Point-of  Service  (POS).  RPA/ASN 
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believes  that  patient  welfare  and  the  right  of  physicians  to  provide  optimal  care  must  remain 
paramount  within  any  legislative  vehicle.  Any  compromise  of  those  principles  is  unacceptable. 

NECESSARY  PATIENT  PROTECTIONS 

Access  to  Specialty  Care 

One  of  the  most  fundamental  components  of  any  managed  care  plan  should  be  a  guarantee  of  the 
patient's  right  to  see  a  specialist  with  the  training  and  experience  to  diagnose  and  manage  a  patient's 
specific  medical  needs.  If  a  plan  does  not  have  an  appropriate  specialist  in  the  network,  it  should 
provide  for  an  outside  referral  to  such  a  specialist,  at  no  additional  cost  to  the  patient.  The  cost  of 
delayed  care  may  ultimately  be  greater  than  prompt  care. 

A  common  complaint  with  managed  care  organizations  is  that  patients  must  make  multiple  requests 
for  a  referral  before  seeing  a  specialist.  As  a  result,  it  can  sometimes  take  months  before  an 
appropriate  treatment  plan  is  set  in  place.  For  patients  with  chronic  conditions,  the  inability  to  provide 
timely  referrals  and  treatment  can  have  ramifications  that  last  a  lifetime.  Such  managed  care  policies 
governing  access  to  specialty  care  have  critical  consequences  for  pre-ESRD  and  ESRD  patients. 
Delays  in  the  scheduling  of  diagnostic  testing  and  late  referrals  may  increase  the  rate  of  progression 
to  chronic  renal  failure  requiring  dialysis  and  transplantation  for  patient  survival.  These  delays  can 
potentially  become  life-threatening.  Late  presentation  of  a  patient  with  renal  insufficiency  restricts 
the  nephrologists'  ability  to  stabilize  the  patient's  condition  and  provide  an  optimal  level  of  care, 
which  can  delay  the  need  for  dialytic  intervention  or  transplantation. 

Similarly,  because  managed  care  organizations  tend  to  contract  with  a  limited  number  of  physicians 
to  provide  dialysis,  there  would  likely  be  a  corresponding  decrease  in  the  number  of  dialysis  facilities 
available  to  the  patient  for  his  or  her  dialysis  treatments.  Easy  access  to  these  facilities  is  critical  to 
the  successful  treatment  of  the  ESRD  patient,  who  is  often  too  sick  to  travel  great  distances.  ESRD 
patients  are  inherently  different  from  other  health  plan  enrollees.  Because  of  the  life-threatening 
nature  of  their  disease,  ESRD  patients  can  not  be  treated  in  the  same  manner  as  other  managed  care 
enrollees  who  are  healthier  and  not  in  constant  need  of  a  physician's  care.  It  seems  doubtful  that 
large  health  plans  would  take  this  geographic  factor  into  account  when  enrolling  physicians  in  their 
dialysis  panels. 

Therefore,  RPA/ASN  believes  that  enrollees  with  life-threatening,  chronic,  degenerative  or  other 
serious  conditions  that  require  specialized  care  should  be  provided  access  to  an  appropriate  specialist 
or  sub-specialist  capable  of  providing  quality  care  for  that  condition.  If  a  plan  does  not  have  a 
participating  specialist  for  a  condition  covered  under  the  plan,  the  plan  must  refer  the  patient  to  a  non- 
participating  specialist  at  no  additional  cost.  Should  an  enrollee  have  a  chronic  illness  that  requires 
specialty  care  over  a  long  period  of  time,  the  specialist  must  be  allowed  to  become  the  enrollee' s 
principal  care  provider,  thus  eliminating  unnecessary  referrals.  MCOs  should  have  a  procedure  to 
allow  individuals  with  serious  illnesses  and  ongoing  needs  for  specialty  care  to  receive  that  care  from 
a  specialist  —  one  who  will  coordinate  all  care  for  that  individual. 

Emergency  Services 

Coverage  of  emergency  care  services  should  be  based  on  a  "prudent  layperson"  standard.  Simply 
put,  use  of  a  "prudent  layperson"  standard  would  prevent  the  insurer,  regardless  of  diagnosis,  from 
denying  coverage  for  emergency  care  if  a  "prudent  layperson"  would  have  considered  the  symptoms 
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life-threatening.  This  "prudent  layperson"  standard  would  prevent  insurers  from  utilizing  narrowly 
defined  categories  of  diagnoses  when  providing  coverage  for  emergency  services,  and  thus  enable  a 
person  with  an  average  knowledge  of  health  and  medicine  to  seek  emergency  treatment  when  they 
have  a  condition  believed  to  be  life-threatening. 

While  many  managed  care  organizations  may  oppose  the  use  of  a  broader  definition  of  emergency 
care,  implementation  of  a  "prudent  layperson"  standard  would  encourage  patients  experiencing  life- 
threatening  symptoms  to  seek  diagnosis  and  treatment  when  they  might  otherwise  resist  doing  so  for 
fear  of  incurring  a  substantial  medical  bill.  As  a  result,  physicians  and  other  health  care  professionals 
would  be  able  to  treat  these  conditions  before  more  serious  and  costly  interventions  are  necessary. 

Protection  of  Providers  against  Interference  with  Medical  Communications 
And  Improper  Incentives 

RPA/ASN  firmly  believes  that  no  health  plan  should  in  any  way  interfere  with  oral  and  written 
communication  between  the  physician  and  the  patient.  This  is  particularly  important  in  the  case  of 
medical  treatments  that  may  be  available  for  certain  conditions  but  are  expensive,  require  new 
technologies,  or  not  regularly  approved  by  the  plan.  Such  protected  communications  should  include 
the  discussion  of  the  ;)atient's  health  status,  medical  care,  or  treatment  options,  provisions  of  the 
plan's  utilization  review  requirements,  or  discussion  of  any  financial  incentives  that  may  affect  the 
treatment  of  the  enrollee.  Such  prohibitions  of  physician-patient  communications,  commonly  known 
as  a  "gag  clauses"  serve  no  purpose  in  achieving  optimal  health  care  outcomes. 

Similarly,  RPA/ASN  believes  that  any  patient  protection  legislation  must  include  a  provision 
prohibiting  financial  relationships  between  the  insurer  and  the  health  care  professional  that  may  act  as 
an  inducement  to  reduce  or  limit  medically  necessary  care  provided  to  the  patient.  A  health  plan's  use 
of  financial  incentives  to  promote  efficient  health  care  delivery  via  controlled  utilization  must  not 
result  in  the  withholding  of  medically  necessary  care.  All  medically  appropriate  therapeutic  and 
diagnostic  alternatives  must  be  presented  as  options  in  keeping  with  the  physician's  primary  role  as 
patient  advocate.  We  believe  that  any  financial  arrangement  that  furnishes  a  disincentive  for 
providing  the  highest  quality  should  be  eliminated. 

Quality  Improvement 

Managed  care  plans  should  be  required  to  establish  and  maintain  programs  to  monitor  the  quality  of 
health  care  provided,  especially  with  regard  to  at-risk  or  chronically  ill  patient  populations,  such  as 
those  with  ESRD.  Such  a  quality  improvement  program  should  use  data  based  on  both  performance 
and  patient  outcomes.  Plans  should  report  certain  standard  information  to  state  agencies  and  the 
public  with  accordance  widi  uniform  standards.  This  information  should  include  at  a  minimum: 
utilization  data,  demographic  data,  morbidity  and  mortality  rates,  disenrollment  statistics  and 
satisfaction  surveys,  and  quality  indicators. 

Under  die  ESRD  program,  the  ESRD  Networic  Organization  and  the  United  States  Renal  Data  System 
(USRDS)  exist  to  oversee  the  quality  of  care  provided  to  ESRD  patients  and  these  groups  woiic  to 
improve  health  care  outcomes.  Under  a  system  fueled  mainly  by  MCOs,  maintenance  of  such  an 
effective  oversight  program  may  be  problematic.  Quality  improvement  systems  are  critical  to  the 
proper  delivery  of  dialysis  care.  Managed  care  organizations  may  have  neither  the  capabilities  nor 
the  disposition  to  provide  the  intensive  quality  agenda  already  being  pursued  by  the  ESRD  program. 
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RPAy'ASN  believe  that  ideally  a  quality  improvement  process  should  be  reiterative,  with  results 
funneled  back  to  providers  of  service  to  facilitate  enhanced  performance.  Such  a  reiterative  process 
tiiat  recycles  outcomes  data  back  to  providers  of  service  would  encourage  renewed  assessments  of 
performance  benchmarks,  and  thus  foster  continuous  quality  improvement. 

Information  Dissemination  and  Confidentiality  Concerns 

It  is  the  opinion  of  the  RPA/ASN  that  legislation  enacted  to  provide  patient  protections  must  establish 
minimum  requirements  for  information  dissemination  by  health  plans  to  enrollees.  This  information 
must  address  issues  such  as  patient  rights,  restrictions  on  payments,  restrictions  on  access  to 
specialists,  out-of-area  coverage,  emergency  services,  premiums,  benefits,  treatment  options,  covered 
services,  patient  satisfaction,  grievance  procedures  and  the  results  of  appeals.  Additionally,  insurers 
should  be  required  to  disseminate  that  information  in  easily  understood  terms  so  that  their  patients 
can  compare  the  different  plans  and  make  informed  choices  that  fits  their  individual  needs.  The 
purpose  of  such  information  is  to  facilitate  the  beneficiary's  choice  of  insurer. 

We  also  believe  that  in  addition  to  the  information  outlined  above,  plans  should  also  be  required  to 
provide  procedural  advice  concerning  cost-sharing  requirements,  how  to  obtain  authorization  for 
services,  and  how  to  get  referrals  to  providers  who  may  not  be  in  the  network.  In  other  words, 
patients  ought  to  have  enough  information  at  their  fingertips  to  navigate  the  system  without 
frustraticn  and  failure. 

While  RPA/ASN  firmly  supports  dissemination  of  health  plan  information,  we  also  believe  that  the 
implementation  of  procedures  to  safeguard  the  confidentiality  of  individually  identifiable  medical 
records  represents  a  fundamentally  important  component  of  any  patient  bill  of  rights.  While  it  is  our 
understanding  that  concerns  have  been  raised  in  the  medical  research  community  over  the  potentially 
dampening  effect  confidentiality  provisions  may  have  on  research,  we  do  not  believe  that  these 
perceived  competing  concerns  are  impossible  to  adjudicate.  Therefore,  we  are  of  the  opinion  that 
confidentiality  policies  compliant  with  all  state  and  Federal  requirements  regarding  medical  record 
privacy  should  be  included  in  any  patient  protection  legislation. 

Out  of  Network  Access/Point  of  Service  Option 

In  order  to  ensure  that  patients  are  able  to  receive  care  commensurate  to  their  need,  health  plans 
which  at  the  time  of  enrollment  restrict  the  choice  of  health  care  professionals  must  establish  a 
mechanism  to  allow  patients  to  go  out-of-network  for  treatment.  Such  a  mechanism,  often  known  as 
a  point  of  service  (PCS)  option,  ensures  that  the  plan  have  an  option  for  the  enrollee  to  receive 
benefits  by  a  nonparticipating  health  care  professional  for  an  additional  reasonable  premium 

The  presence  of  such  a  vehicle  providing  out-of-network  access  can  be  especially  crucial  to  achieving 
positive  health  outcomes  for  chronically  ill  patient  populations.  For  those  patients  with  chronic, 
degenerative  diseases  such  as  arthritis,  diabetes  or  ESRD,  the  importance  of  maintaining  continuity  of 
care  with  the  subspecialist  who  is  not  only  trained  to  treat  their  condition  in  general  but  is  also 
specifically  familiar  with  the  patient's  personal  history  cannot  be  overestimated. 

Provider  Selection  and  Due  Process 

RPA/ASN  believe  that  health  plans  should  be  required  to  establish  protocols  that  address  provider 
selection  and  allow  for  due  process  for  health  care  professionals  terminated  from  network 
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participation.  Such  provisions  would  prohibit  discrimination  against  providers  when  selecting  for  a 
network,  set  forth  procedures  for  reasonable  notice  of  termination,  allow  for  review  of  the 
information  leading  to  the  termination,  and  outline  rights  of  appeal  for  such  terminated  participants. 

As  with  several  of  the  other  patient  protection  principles  addressed  above,  this  issue  can  be  of 
particular  significance  to  nephrologists,  who  treat  what  is  arguably  the  sickest  patient  population  in 
the  Medicare  universe.  In  addition  to  the  high  risk  and  high  cost  of  treating  ESRD  patients,  patient 
compliance  is  an  important  a  success  factor  in  treating  ESRD.  The  nephrologist's  ability  to  affect  a 
positive  result  is  highly  contingent  upon  the  patient's  cooperation.  The  confluence  of  these 
circumstances  could  foster  an  environment  where  subspecialists  treating  chronically  ill  patients 
would  be  subject  to  deselection. 

Grievance  Procedures 

RPA/ASN  believe  that  insurers  must  establish  meaningful  internal  and  external  grievance  procedures 
to  act  as  a  final  "backstop"  in  ensuring  adequate  patient  protections.  Internally,  procedures  should 
establish  the  patient's  right  to  appeal  denials  of  care  and  to  voice  concerns  regarding  the  health  plan, 
and  should  require  the  plan  to  have  appeals  heard  in  a  timely  manner  by  appropriately  credentialed 
individuals.  Externally,  for  cases  of  sufficient  seriousness  or  beyond  an  established  monetary 
threshold,  individuals  must  have  access  to  an  external,  independent  body  with  the  capability  and 
authority  to  resolve  such  grievances.  Such  a  body  for  ESRD  patients  must  include  nephrologists. 

Under  current  law  enroUees  are  allowed  to  appeal  their  health  plan's  decision  with  regard  only  to  the 
denial  of  care  through  an  internal  process.  Such  a  system  gives  the  insurer  the  right  to  decide  what 
care  should  or  should  not  be  provided.  We  believe  that  a  more  appropriate  process  of  appeal  would 
address  all  aspects  of  the  plan's  services,  including  complaints  regarding  the  quality  of  care,  choice 
and  accessibility  of  providers,  and  network  adequacy.  A  two-stage  appeal  process  should  be 
implemented,  with  requirements  initially  for  a  review  panel  of  non-involved  providers,  and  an 
independent  body  in  the  second  phase.  A  written  explanation  of  each  phase  must  be  provided  and 
timely  decisions  are  required. 
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RECOMMENDATIONS 

1.  RPA/ASN's  firmly  believes  that  purposeful  reform  of  the  managed  care  industry  is  necessary 
to  protect  the  exponentially  growing  number  of  participants  in  managed  care  plans,  especially 
those  with  chronic  illnesses  such  as  ESRD. 

2.  RPA/ASN  believe  that  legislation  in  this  area  that  addresses  the  following  fundamental  issues 
will  accomplish  such  reform. 

•  Access  to  Specialty  Care  -  RPA/ASN  believes  that  enrollees  with  life-threatening, 
chronic,  degenerative  or  other  serious  conditions  that  require  specialized  care  should  be 
provided  access  to  an  appropriate  specialist  capable  or  providing  quality  care  for  that 
condition.  Frequently,  patients  in  managed  care  must  make  multiple  requests  before 
seeing  a  specialist.  For  patients  with  chronic  conditions,  the  inability  to  provides  timely 
referrals  and  treatment  can  have  ramifications  that  last  a  lifetime,  particularly  for  pre- 
ESRD  and  ESRD  patients.  Delays  in  the  scheduling  or  diagnostic  testing  and  late 
referrals  may  increase  the  rate  of  progression  to  chronic  renal  failure  requiring  dialysis 
and  transplantation  for  patient  survival.  These  delays  can  be  potentially  life-threatening. 

•  Emergency  Services  -  Coverage  for  care  should  be  based  on  a  "prudent  layperson" 
standard.  The  use  of  a  "prudent  layperson"  standard  would  prevent  the  insurer, 
regardless  of  diagnosis,  from  denying  coverage  of  emergency  care  if  a  "prudent 
layperson"  would  have  considered  the  symptoms  life-threatening. 

•  Protection  of  Providers  against  Interference  with  Medical  Communications  and 
Improper  Incentives  -  RPA/ASN  firmly  believes  that  no  health  plan  should  interfere 
with  oral  and  written  communication  between  the  physician  and  the  patient.  Such 
protected  communications  should  include  the  discussion  of  the  patient's  health  status, 
medical  care,  or  treatment  options,  provisions  of  the  plans  utilization  review 
requirements,  or  discussion  of  any  financial  incentives  that  may  affect  the  treatment  of 
the  enrollee.  Similarly,  patient  protection  legislation  must  include  a  provision  prohibiting 
financial  relationships  between  the  insurer  and  the  health  care  professional  that  may  act 
as  an  inducement  to  reduce  or  limit  medically  necessary  care  provided  to  the  patient. 

•  Quality  Improvement  -  Managed  care  plans  should  be  required  to  establish  and 
maintain  programs  to  monitor  the  quality  of  health  care  provided,  especially  with  regard 
to  at-risk  or  chronically  ill  patient  populations,  such  as  those  with  ESRD.  Quality 
improvement  programs  should  use  data  based  on  both  performance  and  patient  outcomes. 

•  Information  Dissemination  and  Confidentiality  Concerns  -  Patient  protections 
legislation  must  establish  minimum  requirements  for  information  dissemination  by  health 
plans  to  enrollees.  Information  must  address  issues  such  as  patient  rights,  restrictions  on 
payments,  treatment  options,  restrictions  on  access  to  specialists,  out-of-area  coverage, 
emergency  services,  premiums,  benefits,  covered  services,  patient  satisfaction,  grievance 
procedures,  and  the  results  of  appeals. 

•  Out  of  Network  Access/Point  of  Service  Options  -  Health  plans  which  at  the  time  of 
enrollment  restrict  the  choice  of  health  care  professionals  must  establish  a  point  of 
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service  (POS)  option,  a  mechanism  to  allow  patients  to  go  out-of-network  for  treatment 
The  presence  of  such  a  vehicle  providing  out-of-networic  access  can  be  especially  crucial 
to  achieving  positive  health  outcomes  for  chronically  ill  patients  such  as  those  suffering 
from  ESRD.  The  importance  of  maintaining  continuity  of  care  with  the  subspecialist 
who  is  not  only  trained  to  treat  their  condition  in  general  but  is  also  specifically  familiar 
with  the  patient's  personal  history  cannot  be  overestimated. 


•  Provider  Selectioe  and  Due  Process  -  Health  plans  should  be  required  to  establish 
protocols  addressing  provider  selection  and  allow  for  due  process  for  health  care 
professionals  terminated  fiT>m  network  participation.  Such  provisions  would  prohibit 
discrimination  against  providers  when  selecting  for  a  network,  set  forth  procedures  for 
reasonable  notice  of  termination,  allow  for  review  of  the  information  leading  to 
termination,  and  outline  rights  of  appeal  for  such  terminated  participants. 


•  Grievance  Procedures  -  Insurers  must  establish  internal  and  external  grievance 
procedures  to  ensure  adequate  patient  protections.  Internally,  procedures  should 
establish  the  patient's  right  to  appeal  denials  of  care  and  to  voice  concerns  regarding  the 
health  plan,  and  should  require  the  plan  to  have  appeals  heard  in  a  timely  manner  by 
appropriately  credentialed  individuals.  Externally,  for  cases  of  sufficient  seriousness  or 
beyond  an  established  monetary  threshold,  individuals  must  have  access  to  an  external, 
independent  body  with  the  capability  and  authority  to  resolve  such  grievances. 

Congress  should  maintain  passage  of  patient  protection  legislation  as  its  highest  priority. 
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APPENDIX  B 

RPA  Principles  on  ESRD  Patient  Participation  in  Managed  Care 

RPA  opp)oses  a  repeal  of  Section  1876  of  the  Social  Security  Act,  which  specifically  prohibits 
Medicare  ESRD  beneficiaries  from  participating  in  managed  care  plans.  The  issue  of  ESRD  patient 
participmtion  in  managed  care  plans  has  recently  come  under  increased  scrutiny,  and  therefore  RPA 
believes  this  subject  merits  reevaluation.  Results  of  recent  studies  conducted  by  HCFA,  while  still 
awaiting  rigorous  validation,  fail  to  confirm  that  ESRD  patients  would  experience  adverse  outcomes 
in  managed  care  deliverv-  systems.  Other  relevant  literature  indicates  that  vulnerable  patient  groups 
such  as  those  with  ESRD  would  require  special  treatment  in  managed  care  settings.  This  divergence 
of  data  demonstrates  a  need  for  fiuther  study  of  these  issues. 

As  noted  in  the  RPA/ASN  Position  Paper  on  "Managed  Care  and  Nephrology",  legislative  proposals 
that  focus  on  the  subject  of  allowing  ESRD  patients  to  enter  managed  care  environments  must 
address  the  following  issues: 

1 .  A  quality*  oversight  program  must  be  implemented  that  includes  continuous  quality  improvement 
methodologies  such  as  clinical  practice  guidelines,  clinical  performance  measures,  and  integrated 
information  systems.  Qualit>'  improvement  processes  should  encompass  the  current  ESRD 
Network  system  and  should  focus  on  actual  implementation  of  CQI  methodologies  at  both  the 
Network  level  and  the  facility  level.  A  national  committee  should  be  established  to  oversee  these 
CQI  efforts.  Legislative  proposals  should  include  emphasis  on  patient  surveys  and  outline  the 
critical  success  factors  needed  for  QI  implementation  at  the  network  and  dialysis  facility  level. 

2.  Public  and  private  sector  funding  must  be  obtained  to  support  this  initiative,  including 
contributions  from  private  plans  covering  ESRD  patients  during  their  30  month  waiting  period 
for  entrance  into  the  Medicare  ESRD  program,  and  contributions  to  Network  activities  by  the 
Medicaid  program. 

3.  ESRD  patients  must  have  access  to  the  level  of  specialty  care  necessary  to  treat  their  condition. 

4.  ESRD  patients  must  be  afforded  the  following  protections  if  and  when  they  are  allowed  to  enter 
managed  care:  a.  receive  easy  to  understand  marketing  information;  b.  receive  information  on 
plan  enrollment  and  disenrollment;  c.  access  to  a  prudent  layperson  standard  for  emergency 
medical  care;  and  d.  access  to  an  efficient  and  effective  appeals  process. 

5.  Modification  of  the  AAPCC  must  occur  first  as  many  of  the  other  difficulties  occurring  in 
Medicare  managed  care  flow  from  inadequate  reimbursement  for  these  groups  of  patients. 
Appropriate  adjustment  for  case-mix  variability  that  provides  sufficient  reimbursement  for  both 
complex  and  relatively  stable  ESRD  patients  will  allow  the  sponsors  of  these  delivery  systems  to 
provide  an  expanded  level  of  benefits  to  vulnerable  patients  while  maintaining  fiscal  viability. 
RPA  suggests  including  an  analysis  of  the  potential  impact  of  AAPCC  changes  with  specific 
emphasis  on  determining  what  level  of  risk  for  providers  is  appropriate  and  how  this  level  of  risk 
will  affect  the  treatment  of  the  sickest  ESRD  sub-populations.  Such  an  analysis  should  also 
address  a  study  of  Medicare  patients  not  part  of  the  ESRD  program,  and  AAPCC  methodologies 
outside  the  ESRD  milieu. 
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6.  The  nephrologist's  ability  to  function  autonomously  within  the  current  system  must  be  preserved. 
This  autonomy  should  maintain  the  nephrologist's  freedom  in  clinical  decision  making  and  foster 
the  nephrologist's  position  as  the  leader  of  the  renal  care  team. 

7.  The  nephrologist's  ability  to  negotiate  contracts,  achieve  appropriate  reimbursement  for  their 
services,  and  develop  relationships  with  the  other  essential  participants  in  a  capitated  payment 
system  must  be  preserved. 

8.  The  outcomes  from  HCFA's  ESRD  Managed  Care  Demonstration  Project  must  be  considered  in 
developing  a  legislative  policy  that  affects  ESRD  patient  enrollment  in  managed  care. 

9.  Any  legislative  proposal  to  repeal  the  1 876  prohibition  must  be  delayed  for  a  minimum  of  two 
years  to  allow  for  modification  of  the  AAPCC  and  fiill  implementation  of  the  CQI  oversight 
program.  In  the  event  that  the  AAPCC  and  CQI  proposals  aie  not  implemented,  the  ban  must  not 
be  repealed. 
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APPENDIX  C 
REVISED  DRAFT,  3/2000 

Adopted  by  the  RPA/ASN  Board  of  Directors,  4/14/97 

RPA/ASN  POSITION  ON 
IMPROVING  ACCREDITATION  OF  DIALYSIS  FAdLITIES 


Executive  Summary 

The  RPA/ASN  supports  the  accreditation,  certification  and  licensure  of  dialysis  facilities  as  a  visible 
means  of  insuring  accountability,  and  that  in  order  to  accomplish  these  functions  appropriately, 
increased  federal  funding  is  necessary.  The  RPA/ASN  supports  public  and  private  sector  efforts  to 
accredit  and/or  certify  dialysis  facilities  provided  an  appropriate  process  and  methodology  are 
established  and  provided  the  renal  community  has  appropriate  and  reasonable  participation.  The 
RPA/ASN  believe  that  an  appropriate  accreditation  and  certification  system  will  emphasize  use  of 
evidence-based  quality  improvement  methodologies  that  use  outcomes  data  to  enhance  facility 
processes.  The  RPA/ASN  believes  that  legislation  should  be  enacted  to  expand  deemed  certification, 
with  appropriate  safeguards,  to  include  ESRD  providers,  and  that  the  certification  process  must  be 
unified  among  the  various  levels  of  government  to  avoid  duplication  and  eliminate  unnecessary 
expense  to  dialysis  facilities. 

Background 

Over  the  past  decade,  the  number  of  Americans  requiring  treatment  for  End  Stage  Renal  Disease 
(ESRD)  has  experienced  significant  continual  growth.  According  to  data  released  by  the  Health  Care 
Financing  Administration  (HCFA),  more  than  361,000  patients  were  receiving  treatment  under  the 
Medicare  program  for  ESRD  (as  of  12/3 1/97),  with  an  approximate  annual  rate  of  growth  of  8 
percent.  Consistent  expansion  of  the  kidney  failure  patient  population  heightens  the  challenges 
facing  the  nation's  renal  care  community  in  their  efforts  to  provide  the  highest  possible  level  of  care 
to  an  extremely  vulnerable  group  of  patients. 

A  key  component  of  high  quality  ESRD  patient  care  is  the  availability  of  accredited  facilities 
providing  dialysis  services.  However,  the  current  accreditation  process  has  often  worked  against 
optimal  dialysis  facility  availability.  Improvements  in  the  accreditation  process  are  needed  to 
enhance  patient  convenience  and  therefore  facilitate  compliance,  which  is  arguably  equal  to  or  more 
important  in  the  treatment  of  chronic  kidney  disease  than  any  other  medical  condition.  Increasing 
access  to  dialysis  facilities  and  thereby  reducing  the  hardships  that  excess  travel  time  places  on 
patients  is  critically  important  to  improving  outcomes.  Patient  non-compliance  invariably  jeopardizes 
the  adequacy  of  their  dialysis  and  leads  to  infection,  increased  co-morbidities  and  ultimately  loss  of 
life.  Financially,  non-compliant  dialysis  patients  escalate  the  burden  on  an  already  stressed  health 
care  system  by  increasing  the  likely  necessity  of  emergency  dialysis,  surgery,  and  hospitalization. 
However,  as  dialysis  centers  become  more  accessible,  treatments  become  less  burdensome  on 
patients'  time,  more  economical,  and  more  conducive  towards  the  maintenance  of  a  predialysis 
lifestyle  and  employment,  with  improved  patient  outcomes. 
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On  a  positive  note,  the  issue  of  dialysis  facility  accreditation  has  garnered  the  attention  of  health  care 
policymakers  in  recent  years,  and  as  a  result  several  efforts  are  underway  to  examine  and  enhance  the 
methodologies  under  which  this  accreditation  occurs.  Foremost  among  these  initiatives  is  a  1997 
study  performed  by  The  Lewin  Group  and  Johns  Hopkins  University  in  response  to  a  HCFA  RFP  to 
review  the  Medicare  survey  and  certification  process  for  dialysis  facilities.  Included  among  the 
study's  recommendations  were: 

•  The  success  of  the  accreditation  process  is  dependent  upon  increased  funding,  and 
reallocation  of  those  funds. 

•  Increased  uniformity  of  the  inspection  process  is  necessary,  with  particular  emphasis  on 
frequency  and  training  of  inspectors.  The  goal  for  inspection  frequency  should  be  once  every 
1-2  years,  and  implementation  of  uniform  processes  for  collection  and  analysis  of  outcomes 
data  and  data  sharing  must  be  established. 

•  Accreditation  survey  content  must  be  standardized. 

•  Communications  and  cooperation  from  all  stakeholders  in  the  process  is  necessary. 

Complimenting  the  Lewin  study  is  a  HCFA  sponsored  effort  to  develop  a  dialysis  facility-specific 
data  ref)ort  for  use  by  state  surveyors.  This  project  is  intended  to  fulfill  a  legislative  mandate  set  by 
the  Balanced  Budget  Act  of  1997  (BBA  '97)  to  develop  a  method  for  assessing  the  quality  of  care 
delivered  to  Medicare's  ESRD  beneficiaries,  and  was  managed  under  contract  by  the  Colorado 
Foundation  for  Medical  Care  (CFMC).  The  initiative  seeks  to  use  existing  databases  to  develop  user- 
friendly  facility-specific  profiles  based  on  an  outcome-oriented  approach.  Other  HCFA  activities  in 
this  area  include  the  Agency's  ongoing  efforts  to  continually  improve  ESRD  care  through  the  ESRD 
Core  Indicators  Project  and  its  Health  Care  Quality  Improvement  Program.  Finally,  the  Office  of  the 
Inspector  General  (OIG)  issued  a  report  on  the  Medicare  certification  process  that,  while  primarily 
focusing  on  hospitals  and  nursing  homes,  does  confirm  the  lack  of  resources  available  for  dialysis 
facility  certification  and  accreditation. 

RPA/ASN  strongly  supports  the  accreditation,  certification  and  licensure  of  dialysis  facilities  as  a 
necessary  and  visible  method  of  insuring  public  accountability,  and  as  such  we  believe  the  public 
sector  efforts  to  examine  these  issues  represent  a  positive  step  toward  improving  dialysis  facility 
accreditation.  However,  we  continue  to  believe  that  the  current  process  is  fhiught  with  problems  and 
compromises  the  ability  of  nephrologists  to  provide  the  highest  level  of  quality  patient  care  possible. 
This  paper  will  discuss  the  current  accreditation  system  and  its  limitations,  and  analyze  both  the 
merits  of  improving  accreditation  within  the  current  governmental  framework,  and  the  potential  of 
private  accreditation  of  dialysis  facilities.  Further,  the  paper  will  offer  recommendations  on  how  to 
ensure  accountability  using  this  methodology,  and  discuss  the  accreditation  process  and  its  effect  on 
renal  care  delivery. 

Dialysis  Facility  Accreditation:  Current  Situation 

Under  the  current  system,  dialysis  facilities  are  accredited  through  a  federally-funded  block  grant 
program  intended  to  ensure  that  institutions  and  agencies  providing  care  to  Medicare  and  Medicaid 
beneficiaries  meet  all  federal  health,  safety  and  program  standards.  Federal  funds  are  provided  to 
each  state.  State  surveying  agencies  then  conduct  on-site  surveys,  which  are  randomly  monitored  by 
federal  surveyors.  This  fragmented  execution  of  the  certification  process  is  the  source  of  many  of 
the  current  system's  difficulties.  Two  significant  problem  areas  are  the  irregular  distribution  and 
dispersal  of  federal  funds  and  the  inconsistent,  "patchwork"  nature  of  the  actual  surveying  process. 
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both  circumstances  being  a  ftinction  of  50  separate  state  government  entities  carrying  out  certification 
duties. 

One  result  of  budgetary  constraint  and  enormous  expansion  of  the  health  care  industry  is  the  lack  of 
financial  resources  to  achieve  appropriate  licensure  of  institutions  serving  the  Medicare/Medicaid 
population.  Out  of  the  pool  of  money  provided  to  each  state  for  inspection  of  facilities  providing  care 
to  these  beneficiaries,  the  states  are  responsible  for  certifying  or  accrediting  a  wide  range  of  health 
care  providers.  Included  on  this  list  are  home  health  agencies,  nursing  homes,  ambulatory  surgical 
centers,  rural  health  clinics,  and  numerous  others,  in  addition  to  dialysis  facilities.  To  further 
exacerbate  the  accreditation  outlook  for  institutions  providing  ESRD  services,  inspection  of  two  of 
the  provider  types  on  the  list,  home  health  agencies  and  nursing  homes,  is  statutorily  required  and 
tfierefore  must  be  performed  before  any  other  surveys  take  place.  As  a  result,  ESRD  facilities  are 
competing  with  all  of  the  other  types  of  institutions  providing  care  to  Medicare/Medicaid 
beneficiaries  (about  ten  provider  types)  for  the  fiinds  remaining  from  the  federal  certification  grant  to 
each  state.  Consequently,  new  dialysis  facilities  can  sit  idle  for  months  before  receiving  their  initial 
certification,  and  existing  centers  often  go  years  between  their  subsequent  inspection  surveys.  Patient 
care  is  jeopardized  by  forcing  chronically  ill  recipients  of  dialysis  services  to  travel  significant  and 
unnecessary  distances  to  receive  treatment  while  a  nearby  center  awaiting  accreditation  sits  unutilized 
(thus  reducing  patient  compliance),  or  by  allowing  problems  that  do  arise  at  previously  accredited, 
"good"  facilities  to  remain  uncorrected. 

The  current  system  also  often  allows  the  quality  of  the  surveys  that  do  occur  to  be  compromised. 
Lack  of  uniformity  in  the  training  and  education  of  the  surveyors  causes  great  variability  in  the 
caliber  of  inspections  from  state  to  state.  While  the  dialysis  facility  certification  process  in  some 
states  is  a  positive  and  educational  exercise  that  fosters  the  development  of  effective  processes  of 
patient  care  at  the  institution,  in  other  states  accreditation  inspections  can  be  arbitrary  and  punitive, 
and  contrary  to  the  needs  of  the  local  kidney  patient  population.  A  common  complaint  is  that  the 
primary  training  of  the  inspectors  performing  surveys  at  dialysis  facilities  is  geared  towards  , 
inspecting  nursing  homes  or  home  health  agencies,  rendering  the  inspectors  uninformed  about  the 
nuances  of  dialytic  care.  Some  dialysis  unit  medical  directors  have  noted  that  surveyors  unfamiliar 
with  renal  care  processes  will  often  focus  on  issues  peripheral  to  dialysis  delivery  while  ignoring  the 
more  critical  elements  of  ESRD  services,  or  will  cite  the  facility  for  "violations"  that  do  not  reflect 
deviation  from  the  state  regulations  governing  ESRD  facilities. 

In  spite  of  the  efforts  of  HCFA  and  the  state  regulatory  agencies  to  ensure  that  providers  of  dialysis 
services  receive  both  initial  accreditation  and  recertification  on  a  timely  and  intelligent  basis,  the 
current  system  is  at  best  inconsistent  and  at  worst  reduces  the  adequacy  of  the  patient's  dialytic  care. 
The  RPA/ASN  believes  that  it  is  appropriate  to  explore  new  methods  of  accrediting  the  nation's 
dialysis  facilities,  whether  through  the  framework  of  the  present  governmental  system  or  through  the 
use  of  private  accrediting  bodies  (under  the  Medicare  deemed  status  program).  Accordingly, 
RPA/ASN  is  supportive  of  HCFA's  efforts  to  review  the  requirements  and  methodologies  associated 
with  the  accreditation  and  certification  of  dialysis  facilities. 

Use  of  Existing  Structures 

Within  the  current  governmental  framework  exist  several  alternative  solutions  with  the  potential  to 
improve  the  outlook  for  dialysis  accreditation.  One  possibility  involves  legislative  modification  of  the 
statutes  that  govern  certification  of  facilities  providing  services  to  Medicare  beneficiaries.  By  adding 
dialysis  facilities  to  the  list  of  provider  types  for  whom  certification  is  statutorily  required  (currently 
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nursing  homes  and  home  health  agencies),  ESRD  facilities  would  be  assured  that  their  certification 
surveys  and  re-inspections  would  both  occur  within  a  defined  timeframe.  Considering  the  highly 
vulnerable  nature  of  the  patient  population  being  served  by  these  facilities,  and  the  potential 
therapeutic  and  economic  benefits  of  improving  care  to  these  individuals,  enactment  of  legislation 
expanding  the  list  of  Medicare  providers  requiring  timely  certification  appears  to  be  a  reasonable  and 
cost-efficient  method  of  improving  dialysis  facility  accreditation. 

The  ESRD  Network  organizations  offer  another  avenue  for  improving  dialysis  facility  accreditation 
using  an  existing  governmental  agency.  By  providing  deeming  authority  for  certification  to  the 
Networks,  HCFA  would  be  engaging  organizations  that  are  already  in  contact  with  the  nation's 
dialysis  providers  and  already  heavily  involved  in  the  business  of  improving  the  quality  of  care  to 
ESRD  patients.  The  territorial  orientation  of  the  network  system  would  easily  allow  for  consideration 
of  regional  differences  as  necessary.  As  the  Networks  already  serve  a  vital  role  as  a  catalyst  for 
improvement  for  the  nation's  dialysis  facilities,  providing  deeming  authority  to  these  entities  would 
seem  to  be  a  natural  extension  of  their  current  mission.  The  Networks  are  responsible  for  ensuring  the 
most  efficient  use  of  Medicare  dollars  for  dialysis  treatment  and  kidney  transplantation  through 
monitoring  quality  of  care  indicators  and  maintaining  timely,  complete  data  on  the  ESRD  program. 

Advantages  of  Private  Accreditation  of  Dialysis  Facilities 

The  concept  of  private  sector  accreditation  of  health  care  providers  serving  Medicare  beneficiaries  is 
time-tested  and  valid,  and  would  provide  substantial  benefit  to  the  ESRD  community.  The  federal 
government  acknowledged  the  merits  and  benefits  of  this  licensure  method  when  it  created  the 
Medicare  deemed  status  program.  A  key  factor  in  granting  an  accrediting  body  deeming  authority  is 
HCFA's  determination  that  the  organization's  standards  are  equivalent  to  or  more  stringent  than 
federal  health,  safety  and  program  regulations.  Once  the  deeming  authority  has  been  granted  to 
providers  serving  the  Medicare  ESRD  population  and  the  public/private  sector  partnership  has  been 
forged,  significant  benefits  would  be  realized,  including: 

♦  Private  accrediting  organizations  would  assist  the  federal  government  in  the  enormous  task  of 
certification  of  new  dialysis  facilities  and  re-certification  of  existing  ones,  greatly  reducing 
both  the  backlogs  in  these  areas  and  federal  regulatory  expenditures. 

♦  Improved  quality  of  patient  care  would  invariably  result  from  the  higher  standards  in  some 
areas  that  accrediting  organizations  would  bring  to  the  process  and  an  overall  cross- 
fertilization  of  accrediting  methodologies. 

♦  Private  sector  resources  would  produce  inspectors  well-trained  in  the  specifics  of  ESRD  care, 
leading  to  a  reorientation  of  the  certification  process  towards  an  educational  model  that 
would  foster  facility  development. 

♦  Participants  would  reap  economic  benefit  as  the  costly  delays  previously  experienced  in 
opening  new  dialysis  facilities  would  be  eliminated;  the  possibility  that  Medicare  will  enact 
user  fees  for  certification  in  the  future  increases  the  potential  for  cost  savings. 

♦  Providers  of  ESRD  care  would  be  granted  access  to  the  same  types  of  accreditation  that  other 
health  care  providers  have  utilized  for  years. 
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Accoantability  and  Unification 

In  order  to  earn  HCFA  deeming  authority,  the  RPA/ASN  believes  that  an  applicant  dialysis  facility 
accrediting  organization  must  demonstrate  accountabilit)'  for  its  actions,  and  develop  appropriate 
methodologies  and  standards.  In  addition  to  demonstrating  that  its  standards  are  equivalent  to  or 
more  stringent  than  HCFA  standards,  the  applicant  should  develop  a  comprehensive  reporting 
mechanism  and  establish  a  framework  for  a  partnership  with  HCFA  and  the  National  Renal  Coalition. 
Among  the  elements  of  the  partnership  should  be: 

♦  Notification  of  survey  schedules  to  HCFA. 

♦  Random  inspections  of  a  percentage  of  accredited  facilities  by  HCFA  for  validation  by 
qualified  inspectors. 

♦  Reports  to  HCFA  on  dialysis  facilities  with  demonstrated  deficiencies,  particularly  regarding 
water  treatment  and  reuse,  as  these  activities  are  often  the  source  of  deficiencies. 

♦  Notification  to  HCFA  of  any  dialysis  facilities  whose  processes  pose  a  danger  to  the  patient's 
health  or  public  safety. 

♦  Notification  to  HCFA  of  all  newly  accredited  dialysis  facilities,  and  all  facilities  whose 
accreditation  has  been  denied  or  suspended. 

To  develop  appropriate  survey  methodologies  and  standards,  the  RPA/ASN  believes  that  it  is 
necessary  to  incorporate  multidisciplinary  input  from  all  members  of  the  national  renal  community. 
The  methodologies  and  standards  developed  should  be  as  scientifically  valid  and  as  clinically 
relevant  as  possible,  with  a  clear  link  to  continually  improving  facility  performance  and  thus 
positively  affecting  patient  outcomes.  Additionally,  the  surveys  should  be  as  non-intrusive  as 
possible. 

One  of  the  common  complaints  about  the  current  process  relates  to  the  duplication  among  the  various 
jurisdictions  certifying  dialysis  facilities,  and  opponents  of  private  accreditation  feel  that  it  will  result 
in  an  additional  layer  of  expense.  Therefore,  a  crucial  element  to  the  success  of  private  accreditation 
efforts  is  the  unification  of  the  certification  process  so  that  licensure  criteria  of  all  affected 
governmental  entities  (national,  regional,  state,  local)  are  satisfied.  It  is  the  opinion  of  the  RPA/ASN 
that  the  criteria  for  granting  HCFA  deemed  status  to  dialysis  facilities  must  be  designed  in  such  a  way 
to  meet  the  standards  of  the  other  governing  bodies  and  avoid  duplication  of  certification  efforts. 
HCFA  oversight  of  the  accreditation  process  is  needed  to  ensure  public  accountability  and  allow  the 
unification  of  the  process  so  that  state  licensure  requirements  can  be  eliminated.  Unifying  the  survey 
and  certification  process  will  help  eliminate  the  duplication  and  additional  expense,  simplify  multiple 
governmental  standards,  and  ease  the  regulator>'  burden  on  providers  of  ESRD  services  while 
improving  patient  outcomes.  Precedent  does  exist  for  recognition  of  HCFA-approved  accrediting 
bodies  for  state  licensure  purposes.  The  states  of  Oregon  and  Florida  have  recognized  the 
Commission  on  Office  Laboratory  Accreditation  (COLA)  for  licensure  of  physician  office 
laboratories  (POLS). 
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Recommeadations 

L   The  accreditation  or  certification  of  dialysis  facilities  is  a  visible  mechanism  of  insuring 
public  accountability.  Therefore,  RPA/ASN  supports  accreditation  and  certification,  as  well  as 
licensure,  of  dialysis  facilities. 

2.  RPA/ASN  believe  that  in  order  to  achieve  appropriate  accreditation  and  certification  of  the 
nation's  dialysis  facilities,  increased  federal  funds  be  provided  to  HCFA  by  Congress,  and 
reallocation  of  those  funds  by  HCFA  must  be  considered. 

3.  RPA/ASN  believe  that  as  methods  for  enhancing  the  accreditation  and  certification  of  the 
nation's  dialysis  facilities  are  evaluated  and  developed,  evidence-based  quality  improvement 
methodologies  that  use  outcomes  data  to  enhance  facility  operations  should  be  emphasized. 

4.  RPA/ASN  supports  the  development  and  enactment  of  legislation  that  would  expand 
deemed  certification  for  ESRD  providers,  with  appropriate  safeguards. 

5.  Public  and  private  sector  efforts  to  accredit  and/or  certify  dialysis  facilities  can  be  supported 
provided  an  appropriate  process  and  methodology  are  established  and  provided  the  renal 
community  has  appropriate  and  reasonable  participation. 

6.  If  multiple  entities  and  both  public  and  private  entities  accredit  or  certify  dialysis  units, 
these  efforts  should  be  substitutive  rather  than  duplicative.  Private  sector  initiatives  to  accredit 
or  certify  dialysis  facilities,  subject  to  oversight  by  HCFA,  must  replace  the  Medicare 
certification  process  and  the  state  licensure  process,  the  former  under  the  Medicare  deemed 
status  program, 

7.  The  process  for  developing  accrediting  standards  should  be  undertaken  with  appropriate 
input  from  all  involved  parties,  including  the  member  organizations  of  the  National  Renal 
Coalition,  the  regional  ESRD  Networks,  and  representatives  or  designees  from  HCFA. 

8.  The  methodologies,  standards,  and  measures  established  by  both  public  and  private  sector 
entities  to  review  and  accredit  dialysis  facilities  should  be  scientifically  valid, 

defensible,  uniform,  and  as  non-invasive  and  non-intrusive  as  possible.  Both  public  and 
private  sector  accreditation/certification  initiatives  should  be  subjected  to  reasonable  cost 
benefit  analyses. 
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The  Chairman.  Thank  you,  Dr.  Owen. 
Now  Dr.  Wish. 

STATEMENT  OF  JAY  WISH,  M.D.,  PRESIDENT,  FORUM  OF  END 
STAGE  RENAL  DISEASE  NETWORKS,  MIDLOTHIAN,  VA 

Dr.  Wish.  Grood  afternoon.  The  Forum  thanks  Senators  Grassley 
and  Breaux  and  the  Special  Committee  on  Aging  for  the  oppor- 
tunity to  testify  regarding  the  oversight  of  Medicare's  End  Stage 
Renal  Disease  Program.  My  name  is  Jay  Wish.  I  am  President  of 
the  Forum  of  ESRD  Networks.  I  am  an  academic  nephrologist  from 
Cleveland,  OH  and  I  am  on  the  faculty  of  Case  Western  Reserve 
University.  I  have  been  involved  in  the  Network  program  since 
1980  and  I  am  currently  Chairman  of  the  Medical  Review  Board 
of  Networks  9  and  10.  My  appearance  before  you  today  as  a  spokes- 
person for  the  ESRD  Networks  is  S3anbolic  of  the  fact  that  all  18 
Networks  are  governed,  through  their  boards  of  directors  and  medi- 
cal review  boards,  by  volimteer  renal  professionals  and  patients 
whose  only  agenda  is  to  ensure  that  a  high  level  of  care  is  delivered 
to  patients  with  ESRD. 

The  18  ESRD  Networks  are  independent,  nonprofit  corporations 
which  contract  with  HCFA  to  oversee  the  quality  of  care  delivered 
to  Medicare  ESRD  beneficiaries.  The  Networks'  responsibilities  are 
defined  by  their  scope  of  work,  which  specifies  activities  in  quality 
improvement,  data  collection  and  analysis,  and  community  out- 
reach. The  geographical  boundaries  of  the  Networks  are  illustrated 
on  the  first  poster. 

The  Forum  is  a  nonprofit  corporation  whose  purpose  is  to  facili- 
tate communication  among  the  Networks,  between  the  Networks 
and  HCFA,  and  to  represent  the  Networks  to  the  renal  community 
£ind  to  other  organizations,  such  as  the  U.S.  Senate.  The  Forum  is 
funded  by  annusd  dues  from  the  Networks  £ind  by  contracts  with 
HCFA  to  perform  specific  functions,  such  as  an  information  clear- 
inghouse, the  organization  of  certain  national  meetings,  and  the 
administration  of  some  national  work  groups,  all  of  which  promote 
the  quality  of  care  delivered  to  Medicare  ESRD  beneficiaries. 

The  18  ESRD  Networks  work  directly  with  providers  to  improve 
the  quality  of  care  that  is  delivered  to  ESRD  beneficiaries.  Because 
their  peers  respect  the  volunteer  professionals  on  the  medical  re- 
view boards  of  the  Networks,  facilities  tend  to  buy  into  the  Net- 
works' qu£dity  agenda.  The  Networks  are  able  to  identify  better 
performing  facilities  and  then  export  their  successes  to  the  other 
facilities  in  the  region  through  workshops,  publications,  and  site 
visits. 

The  Forum  endorses  the  dual  oversight  model  with  state  survey 
agencies  operating  in  a  regulatory  mode  to  enforce  minimum  stand- 
ards of  patient  care  mandated  by  the  conditions  of  coverage  and 
the  Networks  working  in  a  nonpunitive,  collegial,  quality  improve- 
ment mode  to  stress  education,  data  analysis  and  targeted  inter- 
ventions to  bring  all  providers  up  to  a  higher  level  of  patient  care 
and  outcomes. 

Medicare  regulations  require  that  a  Network  facility  relationship 
exist  and  that  all  Medicare-certified  ESRD  providers  participate  in 
Network  activities.  Each  Network  interacts  with  facilities  in  sev- 
eral ways:  by  providing  quality  oversight,  by  implementing  facility- 
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specific  quality  improvement  projects,  by  sharing  facility- specific 
data  and  regional  comparatives  with  the  respective  facilities,  acting 
as  a  clearinghouse  for  information  and  resources,  and  by  conduct- 
ing educational  seminars  and  regional  meetings. 

Networks  perform  specific  activities  to  facilitate  the  improvement 
of  patient  care  processes  and  outcomes  at  the  facility  level.  These 
include  but  are  not  limited  to  participating  in  the  National  ESRD 
ClinicEd  Performance  Measures  Project,  conducting  focussed  quality 
improvement  projects  and  special  studies,  managing  information 
and  providing  profile  reports  to  facilities  and  other  providers,  proc- 
essing patient  grievances  and  addressing  patient  concerns,  and  con- 
ducting educational  activities,  including  seminars,  workshops, 
newsletters,  videotapes  £ind  distribution  of  printed  materials. 

Over  the  last  6  years  since  the  inception  of  what  is  now  known 
as  the  National  ESRD  ClinicgJ  Performance  Measures  Project, 
there  have  been  statistically  significant  improvements  in  clinicad 
outcomes  likely  attributable  to  Network  quality  improvement  ini- 
tiatives. The  areas  most  improved  include,  in  the  next  poster, 
hemodialysis  adequacy.  As  you  will  see,  74  percent  of  hemodialysis 
patients  had  a  mean  URR,  which  is  urea  reduction  ratio,  the  target 
for  adequacy  of  dialysis,  of  greater  than  65  percent  in  1998,  com- 
pared to  only  43  percent  in  1993,  and  in  anemia  msmagement, 
which  is  on  the  next  poster,  you  will  see  that  if  you  use  your  target 
hematocrit  of  30  percent  as  your  quality  improvement  criterion, 
then  78  percent  of  patients  had  a  hematocrit  above  this  level  in 
1998,  compared  to  only  46  percent  in  1993. 

Some  of  the  most  significant  recent  activities  of  the  Forum  of 
Networks  have  included  collaborating  with  the  Renal  Physicians 
Association  and  the  National  Patient  Safety  Foundation  in  the  de- 
velopment of  a  patient  safety  committee  to  investigate  and  reduce 
medical  errors  in  dialysis  facilities;  designing  a  national  quality  im- 
provement project  addressing  vascular  access  which,  as  you  have 
heard,  is  the  lifeline  for  renal  patients  and  something  that  really 
does  need  to  be  focussed  on  at  the  national  level;  assisting  HCFA 
in  the  development  of  a  patient  orientation  package  to  be  distrib- 
uted to  each  new  ESRD  beneficiary;  and  surveying  Networks  re- 
garding their  renal  transplant  assessment  activities. 

The  Forum  agrees  that  the  current  ESRD  oversight  model  is  not 
perfect.  The  Forum  has  recommended  an  increase  in  the  frequency 
of  facility  surveys  by  the  Medicare  state  surveyors  to  ensure  that 
providers  are  meeting  the  conditions  of  coverage.  Texas  and  Ohio, 
for  example,  have  instituted  dialysis  facility  licensure  progrsims  to 
fund  the  cost  of  more  fi'equent  surveys.  Texas  does  every  facility 
every  3  years  and  Ohio  does  every  facility  every  year,  but  it  costs 
the  facility  the  licensure  fee  to  cover  the  cost  of  these  site  visits. 

The  conditions  of  coverage  need  to  be  updated  to  include  more 
rigorous  facility  staffing  and  personnel  training  requirements. 
However,  the  du£d  oversight  model  with  the  state  surveyors  having 
a  quality  assurance  focus  and  the  Networks  having  a  quality  im- 
provement focus  is  fundamentsdly  sound  and  should  not  be  dis- 
carded. 

With  the  volunteer  expertise  that  resides  in  the  medical  review 
boards  £tnd  an  evolving  powerful  data  infrastructure,  the  Networks 
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are  £in  invaluable  resource  that  continually  brings  the  quality  of 
patient  care  to  a  higher  level. 

That  concludes  my  testimony  and  I  would  be  happy  to  answer 
any  questions. 

[The  prepEired  statement  of  Dr.  Wish  follows:] 
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FORUM  OF  ESRD  NETWORKS 
TESTIMONY  FOR  SENATE  SPECIAL  COMMITTEE  ON  AGING 

PRESENTED  BY  JAY  WISH,  MD 
PRESIDENT 


Introduction 

The  Forum  of  ESRD  Networks  (Forum)  appreciates  the  opportunity  to  testify  before  the  Senate  Special 
Committee  on  Aging  regarding  the  oversight  of  Medicare's  End-Stage  Renal  Disease  (ESRD)  Program. 
The  Forum  is  an  organization  representing  all  1 8  ESRD  Networks.  The  Forum  facilitates  the  exchange  of 
information  and  ideas  among  the  18  Networks,  renal  related  organizations  and  the  Health  Care  Financing 
Administration  and  serves  as  a  clearinghouse  for  the  distribution  of  material  to  support  the  improvement  of  care 
delivered  to  patients  with  ESRD. 

The  1 8  ESRD  Networks  are  independent  non-profit  corporations  established  to  oversee  the  quality  of  care 
provided  to  Medicare  ESRD  beneficiaries.  The  Networks'  contract  with  HCFA  is  defined  by  the  scope  of 
work,  which  specifies  activities  in  quality  improvement,  data  collection/analysis  and  community  outreach.  The 
geographical  boundaries  of  the  Networks  were  re-configured  by  HCFA  in  1988  and  are  illustrated  in  Figure  1 
below. 


e  Forum  is  pleased  to  provide  the  following  responses  to  questions  posed  by  Senators  Grassley  and  Breaux. 
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1.  Description  of  the  Forum  of  ESRD  Networks 

The  Forum  is  incorporated  as  a  403C  non-profit  corporation  in  the  state  of  New  York.  The  bylaws  of  the 
Forum  specify  that  the  purpose  of  the  corporation  is  to  "serve  as  a  forum  in  which  assistance,  advice, 
information,  ideas,  and  policy  proposals  may  be  exchanged  between  and  among  the  Networks  and  the  Health 
Care  Financing  Administration  (HCFA)  and  its  agencies,  and  other  renal  care  organizations."  In  1995,  HCFA 
recognized  the  value  of  the  Forum  of  ESRD  Networks  in  providing  a  clearinghouse  for  information  with 
relevance  to  Network  quality  oversight  activities,  evolving  practice  guidelines,  patient  educational  materials, 
and  Federal  legislative/regulatory  changes  which  impact  the  ESRD  program.  As  a  result,  HCFA  provided  funds 
to  create  the  Forum  of  ESRD  Networks  Clearinghouse  as  a  support  office  and  information  distribution  center 
for  the  ESRD  program.  The  Forum  Clearinghouse  office,  located  in  Midlothian,  Virginia  has  acted  as  a  liaison 
between  the  Networks,  HCFA,  and  prominent  renal  organizations  and  works  to  facilitate  an  improvement  in  the 
care  received  by  ESRD  patients  by  supporting  Network  data  collection/analysis  and  quality  improvement 
activities.  The  Forum  office  currently  consists  of  one  full-time  administraior  and  one  part-time  assistant.  As 
part  of  its  clearinghouse  activity,  the  Forum  office: 

•  Maintains  a  web  site  on  the  Internet  that  outlines  Forum  activities  and  provides  links  to  the  18  individual 
Networks  as  well  as  to  other  renal  web  sites; 

•  Provides  an  annual  report  summary  of  the  18  individual  Network  annual  reports; 

•  Provides  support  to  the  national  ESRD  Clinical  Performance  Measures  (CPM)  Project; 

•  Maintains  a  library  of  resources  to  support  Network  activities  including  practice  guidelines,  patient 
educational  materials,  nephrology  journals,  and  materials  from  other  renal  professional  and  patient 
organizations. 

By  obtaining  consensus  on  issues  of  importance  to  the  quality  of  care  of  ESRD  beneficiaries,  the  Forum  is  able 
to  effectively  represent  the  ESRD  Networks.  The  Forum's  membership  consists  of  one  physician 
representative,  the  Medical  Review  Board  chairperson,  and  the  Executive  Director  from  each  ESRD  Network 
organization. 

The  For\un's  goals  are: 

•  To  foster  the  improved  delivery  of  care  to  Medicare  ESRD  beneficiaries  through  the  Networks' 
comprehensive  quality  improvement  program; 

•  To  create  and  maintain  an  information  infrastructure  that  supports  quality  improvement  activities  at  the 
provider  level; 

•  To  assist  Networks  in  identifying  the  areas  where  the  greatest  opportunities  for  improvement  exist  so  that 
interventions  can  be  most  effectively  targeted; 

•  To  promote  the  use  of  the  evolving  information  infi^astructure  to  accumulate  evidence  that  can  be  used  as  a 
basis  for  clinical  practice  guidelines. 

These  goals  are  supported  by  a  strategic  plan  designed  to  promote  a  quality  measurement  and  reporting  agenda 
(Figure  2). 
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Figure  2:  Forum  Strategic  Plan 


FACILITATE  NETWORK 
QUALITY  IMPROVEMENT 
PROJECTS  (QIPs) 


The  Standardized  Information  Management  System  (SIMS),  a  national  information  infrastructure  that  supports 
Network  quality  improvement  activities,  was  implemented  this  year  (2000).  Designed  by  the  Networks,  the 
renal  community  and  HCFA,  SIMS  was  designed  to: 

•  Electronically  link  all  1 8  ESRD  Networks  with  HCFA; 

•  Transfer  ESRD  data  collection  forms  electronically  to  HCFA  central  office; 

•  Provide  standard  data  elements,  data  definitions  and  reporting/analysis  tools. 

The  Forum  actively  promotes  continuous  quality  improvement  activities  among  the  Networks  to  facilitate 
outcomes  improvement  within  dialysis  facilities  and  renal  transplant  centers.  The  Forum  partnered  with  HCFA 
to  increase  hematocrit  levels  for  ESRD  patients  in  the  National  Anemia  Cooperative  Project.  This  project 
improved  the  processes  of  anemia  management  by: 

•  Providing  facilities  with  a  continuous  quality  improvement  manual  with  a  focus  on  anemia  management; 

•  Providing  facilities  with  an  algorithm  for  the  treatment  of  anemia; 

•  Providing  facilities  with  their  respective  facility-specific  profiles  on  hematocrit  and  erythropoietin  usage. 

The  Forum  was  awarded  a  contract  by  HCFA  in  1999  to  develop  and  administer  the  national  ESRD  CPM 
Project.  This  project  began  in  1992  as  the  Core  Indicators  Project  and  involves  the  annual  collection  by  the 
Networks  of  clinical  data  fi-om  a  random  sample  of  ESRD  patients  to  assess  patterns  of  care.  In  1998,  following 

e  publication  of  the  National  Kidney  Foundation's  Dialysis  Outcomes  Quality  Initiative  (DOQI)  clinical 
practice  guidelines,  evidence-based  clinical  performance  measures  were  derived  and  provided  the  basis  for  the 
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evolution  fix)m  the  Core  Indicators  Project  to  the  ESRD  CPM  Project.  The  CPMs  currently  used  include 
adequacy  of  dialysis,  anemia  management,  nutrition,  vascular  access  for  hemodialysis  patients,  and 
hypertension  management  for  peritoneal  dialysis  patients.  The  annual  data  feedback  reports  obtained  from 
these  proj«;ts  are  important  tools  in  assessing  patient  care  processes  and  outcomes  on  a  national  and  regional 
le\'el  and  identifying  opportunities  for  improvement. 

2.       Description  Of  Mechanisms  By  Which  Networks  Ensure  Quality  Of  Care 

The  18  ESRD  Networks  work  directly  with  ESRD  providers  to  improve  the  quality  of  care  provided  to  ESRD 
beneficiaries.  The  ESRD  Networks  do  not  provide  direct  patient  care.    With  volunteer  leadership  by 
nephrologists,  transplant  surgeons,  nurses,  social  workers,  dietitians,  administrators  and  patients,  Networks 
engage  providers  to  improve  patient  care  processes  and  outcomes  through  a  non-punitive  paradigm.  By 
collecting  and  analj'zing  process  and  outcomes  data.  Networks  collaborate  with  providers  to  identify 
opportunities  for  improved  care  and  to  design  measurable  qualit>'  improvement  initiatives.  Strict  conflict  of 
interest  rules  apply  to  assure  an  objective  and  impartial  review  process. 

A  Board  of  Directors  that  provides  oversight  of  Network  operations  and  assures  compliance  with  contractual 
requirements  governs  each  Network.  Each  Network  has  a  Medical  Review  Board  (MRB),  a  multidisciplinary 
group  that  directs  its  quality  improvement  efforts.  All  Networks  have  a  structured  mechanism  to  assure  patient 
input  and  involvement  Patients  are  represented  on  the  Networks'  Boards  of  Directors  and  Medical  Review 
Boards. 

The  current  system  of  external  oversight  of  the  ESRD  program  includes  the  Networks  and  state  survey 
agencies.  The  state  survey  agencies  operate  in  a  regulatory  mode  to  hold  providers  accountable  to  the 
minimum  standards  mandated  by  the  Conditions  of  Coverage.  The  Networks,  through  their  governance  by 
professionals  who  are  associated  with  individual  providers,  have  expertise  on  dialysis  treatment  that  the  state 
survey  agencies  lack.  The  Networks'  collegial  orientation  stresses  education  and  improvement  objectives 
rather  than  enforcement  of  minimum  standards. 

Through  an  information  infi^structure  that  has  developed  over  20  years,  the  Networks  are  able  to  identify 
clinical  trends  at  the  provider,  region,  state,  and  Network  level  and  to  develop  and  implement  targeted 
interventions  to  effectively  improve  care. 

Networks  have  established  chaimels  for  coordinating  and  collaborating  with  other  agencies  and  organizations 
to  avoid  dupUcation  of  efforts  and  to  build  upon  the  exp)ertise  of  many  groups.  These  include  HCFA,  State 
Health  Department  and  Survey  Agencies,  Peer  Review  Organizations  and  renal  related  professional  groups 
such  as  the  Renal  Physicians  Association  (RPA),  American  Society  of  Nephrology  (ASN),  National  Renal 
Administrators  Association  (NRAA),  American  Nephrology  Nurses  Association  (ANNA),  National  Kidney 
Foundation  (NKF),  and  American  Association  of  Kidney  Patients  (AAKP). 
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3.  Description  Of  Relationship  Between  Networks  And  Facilities 

Medicare  regulations  require  that  a  Network-facility  relationship  exist  and  that  all  Medicare  certified  providers 
participate  in  Network  activities.  These  relationships  are  maintained,  enhanced  and  supported  by  a  mutual 
interest  to  improve  care  and  assure  quality.  Each  Network  interacts  with  facilities  in  several  ways: 

•  Providing  quality  oversight; 

•  Implementing  facility-specific  quality  improvement  projects; 

•  Sharing  facility  specific  data  and  regional  comparatives  with  the  respective  facilities; 

•  Acting  as  a  clearinghouse  for  information  and  resources; 

•  Conducting  educational  seminars  and  regional  meetings. 

Although  Networks  have  traditionally  assumed  a  quality  improvement  role,  working  in  a  confidential 
relationship  with  providers  to  educate  and  improve  outcomes  through  a  systems  focus,  occasionally  a  provider 
will  not  respond  to  a  collegial  Network  approach.  In  such  cases,  a  Network  may  assume  more  of  a  quality 
assurance  role  by  conducting  a  site  visit,  requiring  a  plan  for  corrective  action,  referring  the  problem(s)  to  the 
state  survey  agency,  and/or  recommending  to  HCFA  that  sanctions  be  imposed. 

4.  Description  Of  Processes  The  Networks  Undertake  To  Ensure  That  Facilities  Are  Providing 
Proper  Care. 

Networks  perform  specific  activities  to  facilitate  the  improvement  of  patient  care  processes  and  outcomes  at  the 
'Hcility  level.  These  include,  but  are  not  limited  to: 

•  Participating  in  the  national  ESRD  Clinical  Performance  Measures  Project; 

□  Raises  level  of  awareness  by  facilities  of  measure  domains  and  outcomes 

□  Provides  benchmarks  of  performance  that  facilities  can  use  as  targets 

•  Conducting  focused  quality  improvement  projects  and  special  studies; 

□  Addresses  regional  variations  in  processes  and  opportunities  for  improvement 

□  Engages  expertise  of  Medical  Review  Board  regarding  evidence-based  methods 

•  Managing  information  and  providing  profile  reports; 

□  Drives  internal  quality  improvement  activities  at  the  facility  level 

□  Identifies  areas  for  targeted  intervention 

•  Processing  patient  grievances  and  addressing  patient  concerns; 

□  Fosters  communication  between  patients  and  providers 

□  Mediates  conflicts  to  achieve  satisfactory  resolutions  for  patients  and  providers 

□  Identifies  patterns  of  care  which  may  require  intervention  activities 

•  Conducting  educational  activities  including  seminars,  workshops,  newsletters,  videotapes,  and  distribution 
of  printed  materials. 

The  Network  program  has  fostered  a  national  improvement  in  the  four  areas  of  care  monitored  by  the  national 
ESRD  CPM  Project  (adequacy  of  dialysis,  anemia  management,  hypertension,  nutrition).  Due  to  Networks' 
participation  since  the  project's  inception,  national  and  Network  specific  data  are  available  on  care  provided  to 
ESRD  patients.  Over  the  last  6  years,  the  CPM  project  has  demonstrated  statistically  significant  improvements 

clinical  outcomes,  likely  attributable  to  Network  quality  improvement  activities.  Areas  most  improved 
»^clude: 
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•    Hemodialysis  Adequacy  (Figxire  3): 

□  74%  of  hemodialysis  patients  had  a  mean  URR>  65%  in  1998  compared  to  43%  In  1993. 

□  The  difference  between  Caucasian  and  African-American  patients  receiving  adequate  dialysis  was  6%  In 
1998  compared  to  10%  in  1993. 


1 


Percent  of  adult  (aged  >18  yrs)  in-center  hemodialysis  patients 
with  mean  URR  >65%  in  Oct-Dec  1998  compared  to  previous 
study  years,  by  race, 
1999  ESRD  Clinical  Performace  Measures  Project 
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•    Anemia  Management  (Figure  4): 

□  78%  of  hemodialysis  patients  had  a  mean  hematocrit  >  30%  in  1998  compared  to  46%  in  1993. 

□  The  difference  between  Caucasian  and  African-American  patients  with  hematocrit  >  30%  was  2%  in 
1998  compared  to  8%  in  1993. 

Percent  of  adult  (aged  >1 8  yrs)  in-center 
hemodialysis  patients  with  mean  hematocrit  > 
30%  in  Oct-Dec  1998  compared  to  previous 


These  changes  demonstrate  the  positive  effects  of  the  partnership  between  Network  and  facility  staff  on  the  care 
received  by  ESRD  patients. 

Networks  conduct  quality  improvement  projects  (QIPs)  to  assess  and  improve  the  outcomes  of  care.  QIPs  are  a 
continuous  process,  using  data  on  processes  and  outcomes  of  care  to  recognize  opportunities  to  improve  care 
and  to  develop  measurable  improvement  initiatives.  Examples  of  Network  quality  improvement  projects 
include: 

•  Improving  influenza  and  hepatitis  B  vaccination  rates; 

•  Increasing  the  placement  of  arteriovenous  fistulae  in  hemodialysis  patients; 

•  Improving  surveillance  for  stenosis  of  arteriovenous  grafts; 

•  Improving  adequacy  of  hemodialysis; 

•  Increasing  the  frequency  of  measurement  of  peritoneal  dialysis  adequacy; 

•  Improving  anemia  management. 

Working  one-on-one  with  Network  quality  improvement  staff  and  Medical  Review  Board  experts  allows  the 
facility  staff  to  improve  the  care  delivered  to  patients.  The  Networks  are  able  to  achieve  buy-in  from  facilities 
hich  understand  that: 
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•  Network  staff  are  trained  in  the  principles  and  application  of  continuous  quality  improvement  (CQI); 

•  Network  Medical  Review  Board  members  are  highly  respected  practitioners  with  considerable  clinicaj 
experience; 

•  Network's  data  infrastructure  offers  facilities  data  tracking  tools  that  they  may  not  otherwise  have; 

•  Networks  recognize  and  praise  high  performers. 

Each  Network  collects  data  from  dialysis  facilities  regarding  patient  demographics,  co-morbid  conditions, 
process  and  outcome  indicators,  patient  events  and  deaths,  and  facility  characteristics.  These  data  are  validated 
and  anal\-zed  by  the  Medical  Review  Board  and  can  be  used  to  improve  patient  care  by: 

•  Supporting  facility  quality  improvement  projects; 

•  Targeting  facilities  for  Network  intervention  activities; 

•  Evaluating  Network-wide  quality  improvement  projects; 

•  Ehiving  the  development  of  health  care  policy  specific  to  ESRD; 

•  Identifying  predictors  of  morbidit>-  and  morality-; 

•  Entering  the  medical  literature  to  become  part  of  the  evidence  basis  for  the  development  or  updating  of 
clinical  practice  guidelines. 

Nrtworks  also  provide  community  outreach  services  to  renal  professionals,  patients  and  family  members. 
Using  a  variety  of  educational  venues  and  information  distribution  methods.  Networks  impact  the  lives  of 
patients  by: 

•  Conducting  patient-focused  seminars  and  conferences; 

•  Providing  rehabilitation  information  (exercise  programs,  vocational  educational  materials,  job  placement 
programs)  to  providers  and  patients; 

•  Addressing  patient  grievances  and  family  concerns; 

•  Assisting  transient  patients  in  finding  dialysis  services. 

Networks  are  a  significant  provider  of  information  to  facilities.  Networks  house  and  regularly  distribute 
information  to  facilities  regarding: 

•  Evidence-based  medicine  including  clinical  practice  guidelines  and  care  paths; 

•  Disaster  preparedness; 

•  FDA  alerts; 

•  Centers  for  Disease  Control  and  Prevention  guidelines  and  recommendations; 

•  Patient  education  materials;  > 

•  National  ESRD  CPM  Project  annual  reports,  highlight  reports  and  supplemental  reports. 

Many  Network  staff  are  trained  in  conflict  resolution  and  mediation  and  provide  facilities  with  an  accessible 
resource  to  discuss  handling  challenging  patients.  Many  Networks  house  a  library  that  contains  patient 
education  videos  and  materials  that  are  available  to  facilities  and  patients  on  request 

All  Networks  convene  meetings  directed  at  bringing  together  facility  personnel  to  discuss  on-going  and 
emerging  clinical  issues.  Sites  for  these  meetings  are  chosen  based  on  accessibility  and  convenience  in  order  to 
attract  a  large  number  of  participants.  These  meetings  may  offer  incentives  such  as  continuing  education  credits. 
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Meeting  topics  are  determined  regionally  by  a  planning  committee  composed  of  all  stakeholders  with  the  goal 
f  improving  processes  of  care.  Recent  meeting  topics  have  focused  on: 

•  Patient  safety  and  medical  errors; 

•  Adequacy  of  dialysis; 

•  Vascular  access;  ' 

•  Managing  anemia; 

•  Dealing  with  challenging  patients. 

5.  Forum  Initiatives  Directed  At  Improving  The  Quality  Of  Care  Dialysis  Patients  Receive 

The  Forum's  role  in  improving  the  quality  of  care  received  by  ESRD  patients  is  through  enhancing  the 
effectiveness  of  the  18  Networks.  Interventions  by  the  Networks  have  led  to  a  significant  improvement  in  the 
percentage  of  patients  receiving  adequate  dialysis  as  demonstrated  by  data  from  the  national  ESRD  CPM 
Project  cited  above.  Opportunities  for  improved  dialysis  adequacy  continue  to  exist  and  all  Networks  will  focus 
on  this  area  for  their  2000-2001  quality  improvement  projects.  The  standards  for  dialyzer  reuse  are  specified 
in  the  Conditions  of  Coverage  for  Medicare-approved  dialysis  facilities  and  are  enforced  by  state  surveyors. 
The  Conditions  of  Coverage  currently  in  effect  do  not  specify  standards  for  dialysis  facility  staffing  ratios  and 
training. 

■  ' •  .  '    ^  _■" li' I 

The  Forum  has  assumed  a  leadership  role  in  identifying  new  initiatives  that  enhance  the  effectiveness  of  the 
Networks  in  improving  patient  care.  The  Forum's  activities  are  driven  by  its  strategic  plan  (Figure  2). 
. ippendix  1  summarizes  the  1999-2000  accomplishments  of  the  Forum  in  each  of  the  strategic  plan  domains. 
Appendix  2  summarizes  the  current  activities  of  the  Forum  in  each  of  the  strategic  plan  domains.  Some  of  the 
most  significant  activities  include: 

•  Collaborating  with  the  Renal  Physicians  Association  and  National  Patient  Safety  Foundation  in  the 
development  of  a  Patient  Safety  Committee  to  investigate  and  reduce  medical  errors  in  dialysis  facilities; 

•  Designing  a  National  Quality  Improvement  Project  addressing  vascular  access; 

•  Participating  on  the  Public  Reporting  and  State  Surveyor  Committees  addressing  the  public  release  of  data; 

•  Assisting  HCFA  in  the  development  of  a  patient  orientation  package  to  be  distributed  to  each  new  ESRD 
beneficiary. 

•  Partnering  with  the  Renal  Physicians  Association  to  rank  and  implement  the  NKF-DOQI  guidelines  at  the 
provider  level; 

•  Surveying  Networks  to  report  on  renal  transplant  assessment  activities; 

•  Participating  in  the  Renal  Physicians  Association's  development  of  "Shared  Decision-Making  in  the 
Appropriate  Initiation  and  Withdrawal  firom  Dialysis"  clinical  practice  guideline. 

ConciusioB 

The  increasing  visibility  and  credibility  of  the  Forum  and  the  ESRD  Networks  in  the  national  landscape  are  due, 
in  large  part,  to  their  long-standing  and  imwavering  advocacy  for  improved  ESRD  patient  outcomes  through  the 
-tplication  of  continuous  quality  improvement  methodologies  and  the  development  of  an  appropriate  data 
^^ifrastructure.  This  advocacy  is  untainted  by  the  agenda  of  any  single  professional  constituency,  and  its  success 
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is  limited  only  by  the  commitment  that  all  stakeholders  have  to  the  process.  Through  their  clearinghouse 
activities,  the  Forum  and  the  ESRD  Networks  foster  evidence-based  medicine,  increasing  provider  awareness  Oi 
clinical  practice  guidelines  and  other  literature  that  may  improve  the  quality  of  patient  care.  Although 
opportunities  for  improvement  continue  to  exist,  the  dramatic  increase  in  the  percentage  of  patient  receiving 
adequate  dialysis  and  achieving  target  hematocrit  levels  over  the  past  6  years  demonstrates  the  ability  of 
Networks  to  effect  change.  With  the  volunteer  expertise  that  resides  within  the  Medical  Review  Boards  and  an 
evolving  powerftil  data  infrastructure,  the  Networks  are  an  invaluable  resource  that  continuously  brings  the 
quality  of  patient  care  to  a  higher  level. 

For  additional  information  on  the  ESRD  Networks  or  the  Forum,  please  contact: 

Jay  Wish,  MD 
Division  of  Nephrology 
University  Hospitals  of  Cleveland 
1 1 1 00  Euclid  Avenue 
Cleveland,  OH  44120 
Telephone:  216-844-3163 
Fax:216-844-3328 
E-mail :  j  aywish@earthlink.net 
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Appendix  1:  Forum  Accomplishments 


GOALS 

1999-2000  ACCOMPLISHMENTS 

Provide  Leadership 

Create  Information 
Infrastructure 

•  Implemented  Standardized  Information 
Management  System  (SIMS) 

•  Continued  to  develop  and  formalize  United  States 
Renal  Data  System  (USRDS)  relationship 

•  Collaborated  in  the  development  and  testing  of  a 
facility  data  system 

•  Actively  sought  to  communicate  with  the  private 
sector  industry 

Expand  Quality 
Measurement 
and  Reporting 

•  Participated  on  National  ESRD  CPM  Project 
committees  and  subcommittees 

•  Merged  the  CPM  and  Core  Indicators  Projects 

•  Disseminated  and  implemented  the  NKF-DOQI 
cUnical  practice  guidelines 

•  Participated  in  the  "Shared  Decision  Making  in 
the  Initiation  and  Withdrawal  of  Dialysis"  cUnical 
practice  guidehne 

•  Encouraged  organizations,  such  as  Council  of 
American  Kidney  Societies,  to  actively  seek  and 
take  the  lead  in  a  research  venture  with  an 
academic  medical  center 

•  Began  to  estabhshed  relationship  with  National 
Patient  Safety  Foundation  and  RPA  in  the 
development  of  a  patient  safety  committee 

•  Received  HCFA  contract  to  survey  Networks  on 
transplant  data  and  referrals 

•  Supported  Networks  1  &  11  collaboration  with 
RPA  to  prioritize  clinical  practice  gmdeUnes 

Foster  Evidence-Based 
Medicine 

•  Circulated  CQI  articles  to  MRB  Chairs 

•  Encouraged  Forum  representatives  to  speak  at 
national  meetings  to  update  the  community  on 
the  Forum's  current  activities  and  positions 

•  Used  Forum  Clearinghouse  to  gather  information 

Enhance  Patient 
Participation  and 
Strengthen  the  Hand  of 
Consumers 

•    Received  HCFA  contract  to  develop  committee  to 
recommend  a  standardized  new  patient  packet 
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Create  Public-Private 
-Partnerships 

•  Developed  CPM  Initiative  with  HCFA,  RPA,  NKF 

•  Supported  the  renal  community's 
■(RPA/ASN/FORUM)  implementation  of  NKF- 
DOQI  project 

•  Maintained  RPA  relationship  and  share 
committee  representation 

•  Supported  the  Forum  Clearinghouse  as  a  partner 
with  HCFA 

•  Evaluated  the  need  for  &  type  of  information 
applicable  for  public  release 

•  Explored  private  sector  accreditation 

•  Researched  expanding  state  surveyor  agency 
collaboration 

•  Distributed  Core  Indicators  and  Anemia  QIPs 

•  Initiated  and  encouraged  the  growth  of  existing 
partnerships  with  dialysis  chains 

•  Established  relationship  with  renal  magazines  to 
published  Network  accomplishments  and  projects 

Facilitate  Health 
Professional  Education 

•  Held  regular  MRB  chair  meetings 

•  Encouraged  Forum  representatives  to  speak  at 
national  meetings  on  behalf  of  Forum  and 
Networks 

•  Developed  liaison  with  RPA  and  ASN 

•  Pursued  joint  initiative  with  RPA  to  support 
Teach  the  Teachers"  program 
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Appendix  2:  Current  Forum  Activities 


GOALS 

2000  CURRENT  ACTIVITIES 

-Provide  Leadership 

Create  Information 
Infrastructure 

•  Pursue  facility  data  system  collaboration 
with  HCFA 

•  Developing  and  formalizing  USRDS 
relationship 

•  Exploring  data  collection  of  difficult  patients 

•  Final  implementation  of  Standardized 
Information  Management  System 

Expand  Quality  Measurement 
and  Reporting 

i               ,  .  ,  . 

•  Participating  on  national  ESRD  CPM  Project 
committees  and  subcommittees 

•  Encouraging  Network  level  reporting  in 
support  of  quaUty  improvement 

•  Participating  in  the  development  of  a  Patient 
Safety  Committee  with  RPA 

•  Pursuing  Uaison  with  National  Patient 
Safety  Foundation  through  the  Patient 
Safety  Committee 

•  Revising  the  Medical  Records  Model 

•  Surveying  Networks  on  transplant  data, 
referrals  and  outcomes 

Foster  Evidence-Based 
Medicine 

•  Circulating  CQI  articles  to  MRB  Chairs 

•  Encouraging  Forum  representatives  to  speak 
at  national  meetings  to  update  the 
community  on  the  Forum's  ciu-rent  activities 
and  positions 

•  Using  Forum  Clearinghouse  to  gather 
information 

•  Collaborate  with  RPA  to  research  physician 
level  measures  using  evidence-based 
medicine 

Enhance  Patient 
Participation  and  Strengthen 
the  Hand  of  Consumers 

•    Participating  on  the  New  Patient  Packet 
Committee  to  distribute  uniform  information 
to  patients 
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Create  Public-Private 
Partnerships 

•  Supporting  Dr.  William  Owen's  initiative  to 
develop  a  "Modifying  Errors  Noted  in 
Dialysis  Trial"  proposal 

•  Maintaining  RPA  relationship  and  share 
committee  representation 

•  Supporting  the  Forum  Clearinghouse  as  a 
partner  with  HCFA 

•  Evaluating  the  need  for  &  type  of 
information  applicable  for  public  release 

•  Expanding  state  surveyor  agency 
collaboration 

•  Initiate  and  encourage  the  growth  of  existing 
partnerships  with  dialysis  chains 

•  Providing  representation  on  Robert  Wood 
Johnson  End  of  Life  Committee 

•  Providing  representation  on  State  Survey 
Committee  and  Public  Reporting  committee 
of  HCFA 

Facilitate  Health  Professional 
Education 

•  Holding  regular  MRB  chair  meetings 

•  Encouraging  Forum  representatives  to  speak 
at  national  meetings  on  behaK  of  Forum  and 
Networks 

•  Developing  Uaison  with  RPA  and  ASN 

•  Pursuing  joint  initiative  with  RPA  to  support 
"Teach  the  Teachers"  program 

Facilitate  Network  Quality 
Improvement  Projects  (QIPs) 

•  Standardizing  QIP  activities  and  distribute 
document  describing  the  differences  between 
outcomes  research  and  quahty  improvement 

•  Documenting  the  success  of  Network  QIPs 

•  Develop  partnership  with  renal  magazines  to 
pubUsh  QIP  abstracts  and  Network  activities 

•  Supporting  Networks  1  &  11  Prioritization 
QIP  in  conjunction  with  RPA 
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Annual  Report  Summary 


INTRODUCTION 

The  national  End  Stage  Renal  Disease  (ESRD)  program  which  extends  Medicare  benefits  to  cover  the 
high  cost  of  medical  care  for  most  individuals  suffering  from  ESRD  was  created  in  October  1972 
through  the  passage  of  Section  2991  of  Public  Law  92-603.  Modifications  to  the  ESRD  program  were 
enacted  by  Congress  four  years  later  in  order  to  improve  cost  effectiveness,  ensure  the  quality  of  care 
provided  under  the  program,  encourage  kidney  transplantation  and  home  dialysis,  and  increase  program 
accountability.  This  legislation,  PL  95-292,  authorized  the  establishment  of  ESRD  Network  areas  and 
Network  organizations,  consistent  with  criteria  determined  by  the  Secretary  of  the  Department  of 
Health  and  Human  Services.  The  legislation  mandated  32  geographic  areas  and  organizations,  but  in 
1987  Congress  reduced  the  number  to  the  existing  18  Networks  (see  front  cover).  This  report 
summarizes  the  annual  reports  submitted  by  these  18  Network  organizations  for  calendar  year  1998. 

ESRD  Population  &  Characteristics 

Although  the  ESRD  population  is  less  than  1%  of  the  entire  U.S.  population  it  continues  to  increase  at  a 
rate  of  7%-8%  per  year  impacting  all  races,  age  groups  and  socioeconomic  standings.  Because  the 
ESRD  Network  Organizations  cover  all  50  states  plus  Puerto  Rico,  Saipan  and  the  U.S.  Virgin  Islands, 
much  variation  is  seen  in  both  the  overall  population  and  the  ESRD  population.  While  California 
(Networks  17  &  18)  has  the  largest  state  population,  the  state  of  Georgia  has  the  largest  population  on 
dialysis.  At  the  end  of  1998  there  were  248,845  patients  being  dialyzed  and  87,301  were  newly 
diagnosed  (Appendix  A).  As  seen  in  Appendix  B,  Washington,  DC  had  the  highest  incidence  rate, 
804.78  per  million,  while  Alaska  had  the  lowest  at  109.12  per  million.  Of  the  U.S.  territories, 
American  Samoa  has  the  lowest  incidence  rate  with  only  144.94  cases  per  million  population. 
Although  the  incidence  in  some  states  has  fallen  slighdy,  the  overall  incidence  and  prevalence  of  ESRD 
continues  to  rise  nationally.  Appendix  C  displays  the  incidence  data  for  1997  and  1998  by  Network. 
The  national  average  incidence  rate  has  risen  to  over  317  cases  per  million  population  and  the  overall 
ESRD  prevalence  counts  have  more  than  doubled  since  1988  (USRDS  1999). 

The  Forum  of  ESRD  Networks  aggregated  data  obtained  from  the  ESRD  Networks  to  calculate  both 
state  and  national  incidence  rates  for  1998  (Table  1  and  Appendix  B).  Included  in  the  count  were  all 
new  ESRD  patients,  both  dialysis  and  transplant,  as  well  as  all  non-Medicare  patients  reported  to  the 
Networks. 

Incidence  rates  are  calculated  by  dividing  the  number  of  new  cases  by  the  general  population.  The 
U.S.  Bureau  of  Census  estimated  population  for  July  1,  1998  was  used  in  the  calculation. 
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Table  1 

ESRD  iNcroENCE  Rates  by  network 
Calendar  Year  1998 


I^cIitUlK  UcuiCU 

lUllUltCU  Il^M\AJ 

In/^i/lAn/^o  Dot  A  9ai* 

H^r^TiprfiS  Pnmilfifinn  ' 

VjvU^A  CU  X  uuuutuuu 

~  '^IVfilliAn  PnmilfitiAfi 

1 

3,473 

1 3  429  862 

257.34 

2 

6,201 

18  175  301 

341.07 

3 

4,100 

12  093  393 

339.03 

4 

4,577 

12  745  054 

358.81 

Xlf\  57 

6,833 

19  024  662 

356.69 

7 

14  915  980 

348.02 

8 

4,421 

12,534,712 

352.70 

9 

6,889 

21,045,187 

327.34 

10 

4,395 

12,045,326 

364.87 

11 

5,863 

21,142,576 

277.07 

12 

3,554 

12,592,792 

282.22 

13 

3,649 

10,253,983 

355.86 

14 

6,323 

19,759,614 

320.00 

15 

3,677 

14,704,096 

250.00 

16 

2,179 

11.694,384 

186.33 

17/18* 

10,425 

34,137,356 

305.30 

Total 

87,301 

274,554,711 

317.97 

Source:  Forum  of  ESRD  Networks 


•Networks  1 7  and  1 8  have  been  combined  to  incorporate  the  state  of  California.  Hawaii  and  American  territories  are  included 


•  AGE 

In  1998  a  majority  of  the  ESRD  patients  were  between  the  ages  of  60  and  79  with  the  pediatric 
population  remaining  relatively  small  with  less  than  one  percent  of  the  ESRD  population  under  20  years 
old  (Table  2  and  Figure  1).  This  same  age  distribution  can  be  seen  in  the  incident  population 
(Appendix  D). 
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Table  2 

Prevalence  of  Dialysis  Population  by  age  and  Network 
 December  31, 1998  


Network 

0-19 

20-29 

30-39 

-40-49 

50-59 

60-69 

-70-79 

"  >80 

Unk 

Total 

1 

50 

266 

688 

1,086 

1,528 

2,142 

2,637 

1,209 

0 

9,606 

2 

163 

595 

1,516 

2,761 

3,685 

4,294 

4,104 

1,711 

0 

18,829 

3 

93 

349 

886 

1,556 

2,292 

2,768 

2,531 

919 

0 

1 1 ,394 

4 

96 

324 

843 

1,590 

2,087 

2,934 

3,287 

1,224 

0 

12,385 

5 

145 

481 

1,309 

2,442 

3,082 

3,690 

3,471 

1,109 

136 

15,865 

6 

136 

790 

1,975 

3,481 

4,838 

5,431 

4,395 

1,403 

1 

22.450 

7 

96 

437 

1.061 

1,903 

2.480 

3,269 

3,491 

1,531 

0 

14,268 

8 

108 

551 

1,210 

2,272 

2,907 

3,479 

2,952 

956 

0 

14.435 

9 

157 

572 

1,429 

2,405 

3,019 

4,076 

4,237 

1,443 

13 

17,351 

10 

117 

341 

844 

1,550 

1,951 

2,504 

2,684 

997 

3 

10,991 

11 

93 

507 

1,107 

2,088 

2,726 

3,297 

4,000 

1,683 

0 

15,501 

12 

93 

320 

744 

1,294 

1,643 

2,149 

2,307 

983 

0 

9,533 

13 

79 

418 

914 

1,720 

2,147 

2,615 

2,083 

723 

0 

10,699 

14 

189 

729 

1,632 

3,057 

4,028 

4,793 

3,888 

1,155 

3 

19,474 

15 

102 

339 

874 

1,373 

2,013 

2,414 

2,251 

687 

3 

10,056 

16 

75 

258 

546 

901 

1,139 

1,352 

1,385 

542 

0 

6,198 

17 

72 

366 

896 

1,661 

2,281 

2,723 

2,715 

1,175 

13 

11,902 

18 

205 

793 

1,518 

2,452 

3,307 

4,154 

3,938 

1,541 

0 

17,908 

Total 

2,069 

8,436 

19,992 

35,592 

47,153 

58,084 

56,356 

20,991 

172 

248,845 

%  Total 

1% 

3% 

8% 

14% 

19% 

23% 

23% 

8% 

0 

Source;  1 998  Nerwork  Annual  Reports 
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I  Figure  1 

I  Age  Prevalence  in  United  States 

I 

I 

1      n  70.000   


0-19     20-29    30-39    40-49    50-59    60-69    70-79     >  80  Unk 
Age 


Source:  1998  Networic  Annual  Reports 
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•  RACE 

While  the  vast  majority  of  ESRD  patients  are  white,  the  number  of  Blacks  and  Native  Americans  with 
ESRD  is  disproportionately  high  compared  to  the  U.S.  population.  While  Black  Americans  comprise 
13%  of  the  population  they  make  up  38%  of  the  total -ESRD  population  and  Native  Americans  establish 
less  than  1%  of  the  US  population  and  2%  of  the  ESRD  population.  Network  6  has  a  large  population 
of  Blacks  and  Network  15  is  home  to  a  large  number  of  Native  Americans.  Appendices  E  and  F 
present  tables  comparing  the  prevalent  and  incident  ESRD  population  by  race  and  Network. 

•  DIAGNOSIS 

The  leading  cause  of  renal  failure  in  the  United  States  is  diabetes.  Table  3  and  Figure  2  categorize 
prevalent  dialysis  patients  by  primary  diagnosis.  A  list  of  primary  causes  for  ESRD  can  be  found  in 
Appendix  G. 


Table  3 

Prevalence  of  Dulysis  Population  by  Primary  Dlvgnosis  and  Network 
 December  31, 1998  


Network 

Diabetes 

Hypertension 

GN 

Cystic 
Kidney 

Other' 

Unknown^ 

Total 

1 

3,452 

2,335 

1,577 

471 

1,760 

11 

9,606 

2 

6,622 

4,531 

2,862 

636 

2,476 

1,702 

18,829 

3 

4,601 

2,921 

1,902 

524 

1,292 

154 

11,394 

4 

4,632 

3,392 

1,745 

419 

2,187 

10 

12,385 

5 

5,731 

5,193 

2,449 

685 

1,140 

667 

15,865 

6 

8,139 

7,346 

2,403 

694 

2,706 

1,162 

22,450 

7 

5,005 

4,644 

1,882 

656 

1,614 

467 

14,268 

8 

5,239 

5,120 

1,751 

571 

1,754 

0 

14,435 

9 

7,052 

4,124 

2,757 

577 

2,824 

17 

17,351 

10 

3,787 

3,601 

1,414 

297 

1,800 

92 

10,991 

11 

6,071 

4,151 

1,873 

485 

2,354 

567 

15,501 

12 

3,723 

2,604 

622 

554 

1,680 

350 

9,533 

13 

4,262 

3,730 

1,364 

409 

669 

265 

10,699 

14 

9,136 

4,744 

2,477 

677 

2,397 

43 

19,474 

IS 

5,009 

1,669 

1,413 

511 

1,044 

410 

10,056 

16 

2,433 

1,065 

1,182 

496 

741 

281 

6,198 

17 

5,017 

2,621 

2,342 

562 

1,347 

13 

11,902 

18 

7,458 

4,948 

2,616 

477 

2,409 

0 

17,908 

Total 

97,369 

68,739 

34,631 

9,701 

32,194 

6,211 

248,845 

% 

39.1% 

27.6% 

13.9% 

3.9% 

12.9% 

2.5% 

Source:  1998  Network  Annual  Reports 

'Other  refers  to  those  primary  causes  listed  in  Appendix  G 

^Unknown  refers  to  causes  both  unknown  and  unreported 


As  shown  by  Figure  2,  diabetes  represented  39%  of  the  prevalent  dialysis  patient  population  in  1998. 
Hypertension  followed  with  28%,  glomerulnephritis  with  14%  and  other  causes  accounted  for  13%  of 
the  dialysis  population  with  3%  of  patients  having  an  unknown  primary  cause.  The  percentage  of 
patients  with  a  primary  diagnosis  of  diabetes  is  up  slighdy  by  1  %  since  1997.  With  similar  results, 
Appendix  H  illustrates  the  primary  diagnosis  of  incident  patients  by  Network.   While  diabetes  is  the 
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most  common  cause  of  ESRD  it  is  prominently  the  cause  of  ESRD  in  women  while  hypertension  is 
most  common  cause  of  ESRD  in  men  (USRDS  19?9). 

Given  the  diverse  patient  populations  seen  within  each  geographic  region  it  is  surprising  that  there  is 
little  variation  between  the  Network  populations  with  respect  to  the  diagnosis  of  their  prevalent 
populations.  All  Networks  reported  diabetes  as  the  primary  cause  of  renal  failure  in  1998  but  Network 
15,  at  50%,  had  the  highest  percentage  of  patients  with  this  primary  diagnosis.  Network  8  joined  the 
Networks  in  this  category  in  1998  by  reporting  a  lower  percent  of  their  total  patients  with  a  primary 
diagnosis  of  hypertension. 


Figure  2 

Prevalent  Dialysis  Patients  by  Primary  Diagnosis 
December  1998 


Unknown 
3% 


•  GENDER 

In  1998,  males  represented  over  half  of  the  ESRD  incident  and  prevalent  population,  53%  and  52% 
respectively.  With  the  exception  of  Networks  6  and  8,  all  Networks  reported  a  higher  ratio  of  males  to 
females  (Appendices  I  and  J). 

•  TREATMENT  MODALITY 

Today,  ESRD  patients  have  a  variety  of  choices  for  outpatient  renal  replacement  therapy.  They  have 
the  option  of  dialyzing  at  home,  in  a  hospital-based  facility,  or  an  independent  facility  offering 
treatment.  Some  transplant  centers,  in  addition  to  providing  kidney  transplants,  offer  dialysis  services. 
Appendices  K  and  L  display  the  number  of  patients  in  each  Network  by  modality. 

Table  4  lists  Medicare  ESRD  providers  by  type  of  service  offered  by  Network.  As  expected  based  on 
patient  populations.  Network  6  has  the  largest  number  of  dialysis  providers  (314)  and  Network  16  has 
the  smallest  number  of  providers  (96). 

While  in-center  hemodialysis  is  the  predominate  modality  choice,  changes  are  occurring  in  peritoneal 
dialysis  (Appendix  M).  Continuous  cycling  peritoneal  dialysis  rose  between  1997  afid  1998  in  most 
Networks.  In-center  peritoneal  dialysis  fell  in  all  Networks  as  did'CAPD  (Appendix  N). 
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Table  4 

Medicare  ESRD  Providers  by  Type  of  Service  and  Network 
 December  31, 1998  


Network 

Total 

Transplant 

Dialysis 

Hospital' 

Independent' 

1 

122 

15 

118 

40 

78 

2 

183 

14 

181 

101 

80 

3 

109 

3 

108 

48 

60 

4 

208 

14 

189 

39 

150 

5 

246 

15 

240 

48 

192 

6 

314 

10 

308 

25 

283 

7 

230 

7 

226 

15 

211 

8 

253 

12 

246 

15 

231 

9 

250 

16 

244 

52 

192 

10 

118 

8 

116 

34 

82 

11 

258 

20 

249 

113 

136 

12 

193 

18 

182 

50 

132 

13 

212 

18 

203 

32 

171 

14 

263 

20 

247 

13 

234 

15 

175 

14 

166 

30 

136 

16 

96 

5 

93 

32 

61 

17 

143 

9 

136 

29 

107 

18 

213 

17 

203 

18 

185 

Total 

3,586 

235 

3,455 

734 

2,721 

Source:  National  Listing  of  Medicare  Providers  Furnishing  Kidney  Dialysis  and  Transplant  Services,  January  1999 
'  Hospital  and  Independent  counts  are  included  in  the  total  dialysis  count 

Note:  Detail  does  not  add  to  total  because  most  transplant  centers  also  provide  dialysis  services  and  are  counted  again  as  dialysis  providers. 


According  to  the  annual  facility  surveys  conducted  by  the  Networks,  13,212  transplants  were 
performed  at  235  transplant  facilities  within  the  United  States  during  1998.  Of  these  transplants,  8,859 
were  from  cadaveric  donors  while  3,498  were  from  living  related  donors  and  825  from  living  non- 
related  donors.  Cadaveric  donors  represent  67%  of  transplants  performed,  but  due  to  decreases  in  the 
availability  of  cadaveric  donors,  the  percent  of  living  and  living  unrelated  donor  transplants  have 
increased  in  recent  years  and  in  1998  represented  33%  of  all  transplants  performed.  The  number  of 
patients  waiting  for  a  kidney  transplant  is  listed  in  Appendix  O. 

Table  5  and  Appendix  P  list  the  number  of  transplants  performed  by  Network.  Networks  1 1  and  14 
had  20  transplant  centers  each.  Network  11  performed  the  largest  number  of  transplants  in  1998, 
1,375.  Network  3  performed  the  least  number  of  transplants,  314  and  had  the  least  number  of 
transplants  by  living  related  donor. 
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Tables 

Kidney  Transplants  by  Network 
Calendar  Year  1998 


Total 

Cadaveric 

living  Related 

Living  Unrelated 

Unknown 

N«work 

Transplants 

Donor 

Donor 

-Donor 

1 

628 

339 

221 

68 

0 

2 

841 

549 

242 

50 

0 

3 

314 

214 

87 

13 

0 

4 

832 

671 

141 

19 

1 

5 

853 

467 

249 

137 

0 

6 

"88 

573 

188 

27 

0 

7 

663 

536 

108 

19 

0 

o 

O  /  1 

i  /  J 

Al 

u 

9 

972 

731 

241 

0 

0 

10 

557 

350 

207 

,  <>  

0 

11 

1,375 

818 

420 

137 

0 

-12-- 

657 

461 

157 

39 

0 



393 

275 

98 

20 

0 

14 

954 

681 

228 

'  i5  ' 

0 

15 

629 

368 

188 

44 

29 

16 

445 

278 

134 

33 

0 

17 

662 

444 

167 

51 

0 

18 

978 

650 

247 

81 

0 

Total 

13,212 

8.859 

3,498 

825 

30 

Source;  1998  Facilitv  Sunev.  Medicare  Providers 


NETW  ORK  DESCRIPTION 

The  Stan  of  1997  marked  the  20""  year  of  the  ESRD  Network  program.  The  program  began  in  1977 
when  HCFA  published  the  final  regulations  establishing  32  Network  Coordinating  Councils  to 
administer  the  newly  funded  ESRD  program.  With  only  40,000  dialysis  patients  receiving  care  in  600 
facilities,  the  Networks'  responsibilities  focused  on  organizational  activities,  health  planning  tasks,  and 
medical  review  activities. 

By  1987  the  ESRD  program  encompassed  over  100,000  patients  and  1,800  facilities  administering  renal 
replacenttnt  therapy.  At  this  time.  Congress  consolidated  the  32  Networks  into  18,  redistributing  and 
increasing  their  geographical  areas  as  well  as  their  program  responsibilities.  Funding  mechanisms 
changed  when  Congress  mandated  that  S  0.50  from  the  composite  rate  payment  from  each  dialysis 
treatment  be  allocated  to  fund  the  Network  program.  In  1988,  HCFA  began  contracting  with  the  ESRD 
Networks  to  meet  their  legislative  responsibilities.  These  contracts  placed  greater  emphasis  on  quality 
improvement  activities  and  standardizing  approaches  to  quality  assessment.  Networks  still  collected 
and  analyzed  data  for  quality  improvement,  but  health-planning  functions  diminished. 

The  Networks  began  working  on  a  new  three  year  Scope  of  Work  (SOW)  in  July  1997.  The  contract 
established  a  new  ESRD  Network  Organization  Manual  that  allowed  HCFA  to  efficientiy  modify  some 
requirements  of  the  ESRD  Network  program  while  enabling  Networks  to  better  understand  contract 
responsibilities. 
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The  impact  of  the  new  manual  is  more  significant  to  the  daily  operations  of  the  Networks.  As  specified 
in  the  Scope  of  Work,  each  Network  is  responsible  for  conducting  activities  in  the  following  areas: 

1.  Quality  Improvement 

2.  Community  Information  and  Resource 

3.  Administration 

4.  Information  Management 

HCFA  contracts  require  each  Network  to  have  an  Executive  Director,  a  Director  of  Quality 
Improvement,  and  a  Director  of  Data  Management  as  well  as  other  necessary  staff  to  fulfill  the  contract 
obligations.  The  role  of  the  Executive  Director  is  to  coordinate  the  activities  of  the  Network.  The 
Quality  Improvement  Director  coordinates  quality-related  requirements  and  creates  and  implements 
quality  improvement  projects.  The  Data  Manager's  role  is  the  accurate  recording  and  transmission  of 
data  between  the  facilities,  the  Network,  and  HCFA. 

In  addition  to  these  staff.  Networks  employ  other  individuals  to  accomplish  contract  responsibilities. 
Though  these  positions  vary  from  Network  to  Network,  additional  staff  in  the  areas  of  quality 
improvement  and  data  are  essential  for  the  coordination  of  the  many  Network  activities.  Table  6  shows 
the  type,  number  and  percent  of  staff  employed  by  each  Network. 


Table  6 

Network  Staff  by  Type,  Number  \m  percent 
 December  31, 1998  


Network 

Administrative 

#  % 

Quality 

#  % 

Data 

#  % 

Patient  Services 
#  % 

Total  Staff 

1 

3 

33% 

2 

22% 

3 

33% 

1 

11% 

9 

2 

3 

30% 

2 

20% 

4 

40% 

1 

10% 

10 

3 

4 

36% 

2 

18% 

5 

46% 

0 

0% 

11 

4 

3 

37% 

2 

25% 

3 

37% 

0 

0 

8 

5 

4 

37% 

3 

27% 

4 

27% 

1 

9% 

12 

6 

3 

27% 

3 

27% 

5 

46% 

0 

0% 

11 

7 

2 

22% 

2 

22% 

4 

44% 

1 

11% 

9 

8 

2 

25% 

2 

25% 

3 

37% 

1 

13% 

8 

9/10 

5 

39% 

2 

15% 

4 

31% 

2 

15% 

13 

11 

2 

18% 

3 

27% 

4 

37% 

1 

9% 

11 

12 

3 

43% 

2 

29% 

2 

29% 

0 

0% 

7 

13 

2 

22% 

2 

22% 

4 

45% 

1 

11% 

9 

14 

3 

27% 

4 

37% 

3 

27% 

1 

9% 

11 

15 

2 

25% 

2.5 

31% 

2.5 

31% 

1 

12% 

8 

16 

2 

29% 

1.5 

21% 

3.5 

50% 

0 

0% 

7 

17 

3 

30% 

3 

30% 

3 

30% 

1 

% 

10 

18 

3 

37% 

1 

13% 

4 

44% 

1 

13% 

9 

Source:  1998  Network  Annual  Reports 


As  seen  in  Table  6,  Networks  operate  with  a  relatively  small  number  of  eiiq)loyees  for  the  size  of  the 
ESRD  patient  pq)ulation  served.  The  patterns  of  staffmg  are  similar  across  the  Networks,  with  respect 
to  the  number  of  staff  assigned  to  functional  categories  but  still  reflect  regional  variations.  Over 
seventy  percent  of  the  Networks  have  patient  services  staff  while  the  other  Networks  handle  these 
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responsibilities  through  their  quahty  improvement  or  administrative  personnel.  The  staff  classification 
areas  above  are  for  calculation  purposes  only  and  often  do  not  indicate  the  true  nature  of  staff  work 
duties.  Due  to  the  small  staff  size  in  the  Networks  an  administrative  assistant  may  be  responsible  for 
suRXjrting  the  quality  improvement  staff  a  portion  of  the  time  and  the  data  staff  the  other  time. 

Network  staff  are  supported  by  a  variety  of  committees  with  volimteer  members  from  within  the 
Network  area.  Each  Network  is  required  by  contract  to  specify  appropriate  roles  and  functions  for 
these  committees  and  each  is  required  to  have  the  following: 

•  Network  Council:  A  body  composed  of  renal  providers  in  the  Network  area  that  is  representative 
of  the  geography  and  the  tv'pes  of  providers/facilities  in  the  entire  Network  area  as  well  as  at  least 
one  patient  representative.  The  Network  Council  serves  as  a  liaison  between  the  provider 
membership  and  the  Network. 

•  Board  of  Directors  (BOD):  A  body  composed  of  representatives  from  the  Network  area  including 
ai  least  one  patient  representative.  The  BOD  (or  executive  committee)  super\'ises  the  performance 
of  the  Network's  administrative  staff  in  meeting  contract  deliverables  and  requirements  and 
maintains  the  financial  viability  of  the  Network. 

•  Medical  Review  Board  (MRB):  A  body  composed  of  at  least  one  patient  representative  and 
representatives  of  each  of  the  professional  disciplines  (physician,  registered  nurse,  social  worker, 
and  dietitian)  that  is  engaged  in  treatment  related  to  ESRD  and  qualified  to  evaluate  the  quality  and 
appropriateness  of  care  delivered  to  ESRD  patients. 

•  Any  other  committees  necessary  to  satisfy  requirements  of  the  SOW.  These  committees  are 
designated  by  the  Network  and/or  BOD  and  may  include,  but  are  not  limited  to  patient  advisory, 
grievance,  organ  procurement,  transplant,  finance,  and  rehabilitation. 

HCFA  NATIONAL  GOALS  AND  NETWORK  ACTIVITIES 

The  1997  Scope  of  Work  outlines  four  goals  to  provide  direction  to  the  national  ESRD  Network 
program.  These  goals  outline  the  basic  fuiKtions  of  the  ESRD  Networks  and  are  used  to  direct  the 
Network  daily  activities.  Each  Network  tailors  their  activities  to  meet  and  exceed  HCFA  expectations. 

The  four  goals  for  1998  are: 

1 .  Improving  the  quality  of  health  care  services  and  quality  of  life  for  ESRD  beneficiaries; 

2.  Improving  data  reporting,  reliability  and  validity  between  ESRD  facilities/providers.  Networks  and 
HCFA; 

3.  Establishing  and  improving  partnerships  and  coc^rative  activities  among  and  between  the  ESRD 
Networks,  Peer  Review  Organizations,  State  Survey  .Ager^ies  and  ESRD  facilities  and  providers; 
and, 

4.  Evaluating  and  resolving  grievances. 

These  goals  and  bow  the  Networks  accon^lished  them  are  discussed  below. 
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Goal  One:    Improving  the  quality  of  health  care  services  and  quality  of  life 
FOR  ESRD  beneficloues 

■        QUALITY  IMPROVEMENT  PROJECTS 

The  Networks  are  required  to  conduct  Quality  Improvement  Projects  (QIPs)  to  assess  and  improve  the 
outcomes  of  care  provided  to  ESRD  beneficiaries.  Quality  improvement,  as  defined  in  the  Scope  of 
Work  is  "a  continuous  process,  using  information  from  data  on  processes  and  outcomes  of  care  to 
recognize  oppormnities  to  improve  care  and  to  develop  measurable  improvement  initiatives."  A  QIP  is 
a  collaborative  effort  between  Networks  and  health  care  providers  and/or  beneficiaries,  which  results 
in  a  measurable  improvement  of  outcomes.  The  Dialysis  Outcome  Quality  Initiative  (DOQI)  clinical 
practice  guidelines  published  in  the  fall  of  1997  provide  the  foundation  for  Network  QIPs.  Each  QIP 
submitted  to  HCFA  for  approval  must  fit  into  one  of  four  broad  categories.  These  are  adequacy  of 
dialysis,  anemia,  prevention,  and  vascular  access.  Table  7  and  Appendix  Q  show  the  types  of  Quality 
Improvement  Projects  implemented  by  each  Network  during  1998. 


Table? 

Quality  Improvement  Projects 
Calendar  Year  1998 


Network 

Title 

I 

Increasing  the  Utilization  of  Permanent  Access  in  Incident  Hemodialysis  Patients 
Improving  Influenza  Vaccination  Rates 

2 

Improving  Peritoneal  Dialysis  Adequacy  Measures 

Early  Detection  of  Venous  Stenosis  in  AVG's  to  Prevent  Thrombosis 

3 

Vascular  Access 
Cooperative  Anemia 

4 

Adequacy  of  Dialysis 

Early  Referral  to  Nephrology  Care 

5 

Improving  the  Adequacy  of  Hemodialysis  Dialysis  in  ESRD  Network  5 
Improving  Influenza  Vaccination  Rates 

6 

Improving  Influenza  Vaccination  Rates 
Improving  Hepatitis  B  Vaccination  Rates 
Peritoneal  Adequacy 

7 

ESRD  Hepatitis  B  Vaccine  Study 
Cooperative  ESRD  Vascular  Access 

8 

Hemodialysis  Adequacy 

Improving  Peritoneal  Dialysis  Adequacy  in  Network  8 

9/10 

Peritoneal  Dialysis  Prescription  Adequacy 
Hemodialysis  Central  Venous  Catheter 

11 

A  Systems  Based  Approach  to  Quality  Improvement 

Strategies  for  Managing  the  Continuum  of  Care  in  the  ESRD  Patient 

12 

Vascular  Access  Quality  Improvement  Project 
Improving  Hepatitis  B  Vaccination  Rates 

13 

Early  Detection  of  Venous  Stenosis  in  AVG's  to  Prevent  Thrombosis 
Adequacy  of  Hemodialysis 

14 

ESRD  Immunization  Cooperative  Project 

15 

Peritoneal  Dialysis  Adequacy 
Improving  Influenza  Vaccination  Rates 

16 

Reducing  the  Rate  of  Hemodialysis  Access  Infection 

17 

Improving  Adequacy  of  Hemodialyis  Patients  in  Northern  California  ESRD  Patients 

18 

Vascular  Access:  Increasing  &  Maintaining  AV  Fistulae 
Improving  Hepatitis  B  Vaccination  Rates 

Source:  1998  Network  Annual  Reports 
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In  addition  to  their  QIPs,  Networks  promote  improved  quality  through: 

•  Participating  in  the  collection  of  Dialysis  Outcomes  Data  (Core  Indicators  Project); 

•  Conducting  special  projects  and  studies; 

•  Encouraging  patient  vocational  rehabilitation  programs; 

•  Providing  educational  opportimities  and  materials; 

•  Collaborating  with  Peer  Review  Organizations  on  state  specific  quality  initiatives;  and 

•  Providing  technical  assistance  to  state  survey  agencies. 

■        CORE  INDICATORS  PROJECT 

The  ESRD  Core  Indicators  Project  is  a  product  of  the  joint  efforts  between  HCFA,  the  Forum  of  ESRD 
Networks,  Networks,  and  other  members  of  the  renal  community.  Implemented  in  July  1994,  the 
project  collects  data  on  measurable  treatment  outcomes  to  generate  national  and  Network-specific  data 
that  reflects  care  provided  to  ESRD  patients.  The  purposes  of  the  core  indicators  project  are  to: 

•  Assist  ESRD  providers  in  improving  care  delivered  to  dialysis  patients; 

•  Compare  the  prevalence  of  important  clinical  characteristics  for  adult  patients;  and 

•  Identify  opportunities  to  improve  care. 

The  four  areas  of  care  monitored  by  the  core  indicators  are: 

•  Adequacy  of  dialysis  measured  by  urea  reduction  ratio  (URR); 

•  Anemia  management  measured  by  hematocrit; 

•  Hypertension  measured  by  pre/post  dialysis  diastolic  and  systolic  blood  pressure;  and 

•  Nutritional  stams  measured  by  serum  albimiin. 

Annually,  each  Network  validates  the  dialysis  patient  population  within  its  geographic  area.  After  the 
process  is  complete,  a  census  report  is  produced  for  HCFA  containing  such  items  as  name,  gender, 
etiology  of  ESRD,  Social  Security  Number,  and  date  dialysis  was  initiated  for  every  hemodialysis  and 
peritoneal  dialysis  patient  alive  within  the  calendar  year.  HCFA  then  selects  a  random  sample  of  in- 
center  hemodialysis  and  peritoneal  patients.  In  1998,  the  sample  consisted  of  8,838  in-center 
hemodialysis  patients  and  1,650  peritoneal  dialysis  patients  (Tables  8  &  9).  Once  a  random  sample  of 
patients  is  chosen,  HCFA  then  uses  data  specific  collection  forms  to  obtain  core  indicators  data. 
Networks  collect  and  enter  each  patient  form  into  a  standardized  data  file  ensuring  the  data  are  correct. 
OiKe  all  the  data  are  collected,  HCFA  analyzes  the  core  indicators  data  and  provides  feedback  reports 
to  the  Networks  which,  in  turn,  are  distributed  to  dialysis  providers. 

Tables  8  and  9  illustrate  the  sample  number  of  in-center  hemodialysis  and  peritoneal  patients  within 
each  Network  that  was  taken  at  the  end  of  1998.  As  noted  the  sample  ranges  from  2.5%  to  9.4%  for 
hemodialysis  patients. 
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Tables 
1998  Core  Indicators  Project 
Number  of  adult  (>  18  years)  in-center  hemodialysis  patients  by  Network  and  sample  size 

December  1998 


Network 

Number  of  Hemodialysis  Patients 
December  1998 

Sample  Size 

1 

8,181 

485 

2 

16,701 

497 

3 

9,509 

489 

4 

1 1,170 

492 

5 

13,982 

494 

( 

19,544 

498 

7 

12,333 

493 

8 

14.163 

495 

9 

13,958 

494 

10 

9,275 

488 

11 

12,949 

494 

12 

7,788 

485 

13 

9,594 

489 

14 

17,745 

498 

15 

8,788 

488 

16 

5,033 

472 

17 

10,386 

490 

18 

15,945 

497 

Total 

217,044 

8,838 

Source;  1999  ESRD  Core  Indicators  Report 


Table  9 
1998  Core  Indicators  Project 
Number  of  adult  ( >  18  years)  peritoneal  dialysis  patients  by  Network 
sample  December  1998 


Network 

Sample  Size 

1 

74 

2 

99 

3 

77 

4 

70 

5 

88 

6 

163 

7 

71 

8 

102 

9 

126 

10 

71 

Network 

Sample  Size 

11 

115 

12 

88 

13 

75 

14 

98 

15 

70 

16 

76 

17 

70 

18 

117 

Total 

1,650 

Source:  1999  ESRD  Core  Indicators  Project 
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 .  

Figure  3 

Percent  of  adult  (aged  >18  yrs)  in-center  hemodialysis  patients  with  mean  KtA/  >  1.2,  by 
Network,  in  Oct-Dec  1998, 1999  ESRD  Clinical  Performace  Measures  Project 


Figure  4 

Percent  of  adult  (aged  >18  yrs)  in-center  hemodialysis  patients  with  mean  hemoglobin 
>  10  gm/dL,  by  Network,  in  Oct-Dec  1998, 1999  ESRD  Clinical  Performace  Measures 
Project 
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The  above  figures  (Figures  3  &  4)  report  findings  for  two  of  the  core  indicators,  adequacy  of  dialysis 
and  anemia,  for  the  adult,  in-center  hemodialysis  patients.  These  data  are  representative  of  the  patients 
included  in  the  1998  core  indicators  sample.  Using  data  collected  on  each  selected  patient,  average 
values  for  adequacy  of  dialysis  was  calculated  by  Kt/V  (a  specific  calculation  factoring  in  patient  size, 
time  of  treatment  and  dialyzer  clearance).  The  percent  of  patients  receiving  adequate  hemodialysis  is 
displayed  in  ascending  order  by  Network  and  for  the  U.S.  Figure  3  shows  the  percentage  of  patients 
with  a  Kt/V  ^  1.2.  The  threshold  used  in  reporting,  Kt/V  2 1.2,  is  the  minimum  acceptable  level  set 
forth  by  the  DOQI  Clinical  Practice  Guidelines.  Figure  4  illustrates  the  percentage  of  patients  with 
hemoglobin  >  10  gm/dL  varied  among  the  Networks,  ranging  from  72%  to  85%. 

Each  year  that  the  Core  Indicators  Project  has  been  performed,  there  have  been  statistically  and 
clinically  significant  improvements  made  in  hemodialysis  adequacy  and  anemia  management.  See 
ESRD  Core  Indicators  Reports  for  more  details. 

■  SPECIAL  STUDIES  AND  PROJECTS 

Networks  develop  special  studies  to  examine  issues  specific  to  each  Network  area  and  patient 
population.  While  these  studies  are  often  limited  to  only  one  Network  area,  some  projects  are 
developed  to  incorporate  multiple  Networks. 

Examples  of  Network  special  studies  are  provided  below  as  well  as  Appendix  R: 

•  Network  of  New  England  CUnical  Indicator  Project  (Network  1) 

•  Network  Core  Indicators  Monitoring  (Network  2) 

•  ESRD  Emergency  Preparedness  Resources  for  Pennsylvania  and  Delaware  Dialysis  Facilities 
(Network  4) 

•  Vancomycin  Resistant  Enterococcus  (VRE)  (Network  5) 

•  Familial  Clustering  of  End-Stage  Renal  Disease  in  HIV-Associated  Nephropathy  (Network  6) 

•  Evening  Dialysis  Study  (Network  7) 

•  The  Physician  Activity  Report  (Network  9/10) 

•  Transplant  Reviews  (Network  11) 

•  Pre-ESRD  (Network  15) 

•  Northwest  Renal  Mortality  Report  (Network  16) 

•  1998  Pacific  Island  Core  Indicators  Follow-Up  (Network  17) 

•  Heparinization  Practice  Project  (Network  18) 

•  Cooperative  National  Study  of  Renal  Decisions  (CONSORD)  (Networks  5,  8,  11,  18) 

■  VOCATIONAL  REHABILITATION 

Networks  are  responsible  for  assisting  providers  in  defining  or  establishing  rehabilitation  goals  for 
referring  suitable  candidates  to  vocational  rehabilitation  programs.  Networks  smdy  the  patterns  of 
patient  employment  widiin  the  Network  area.  They  maintain  and  distribute  vocational  rehabilitation 
information  to  providers  and  patients.  The  vocational  rehabilitation  information  includes  dialysis  shifts 
available  after  5  pm,  job  placement  programs,  exercise  programs,  and  educational  materials. 

Networks  are  contracted  to  report  the  number  of  patients  between  18  and  55  years  who  are  referred  for 
vocational  rehabilitation  and  the  number  of  patients  in  this  age  category  who  are  employed  or  attending 
school  (full  or  part  time).  Table  10  provides  the  percentage  of  patients  between  18  and  55  years  in 
these  two  categories  by  Network.  In  calendar  year  1998,  Network  5  reported  the  highest  percent  of 
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referrals  (16.5%)  and  Network  3  reported  the  highest  percent  of  patients  employed  or  attending  school 
(40.1%).  Appendix  S  provides  additional  information  on  vocational  rehabilitation  in  the  Networks. 


TABLE  10 

VOCATIONAL  REHABILITATION  BY  NETWORK 
 December  31, 1998  


%  Patients  18-55  Years 

Percent  of  Patients  18-55 

Network 

Referred  to  Vocational 

Years  Employed  or 

Rehabilitation 

Attending  School 

1 

4.0 

31.2 

2 

7  7 

3 

11. 1 

40.1 

4 

6.5 

26.7 

5 

16.5 

27.0 

6 

10.4 

19.7 

7 

7.4 

21.2 

8 

2.6 

19.2 

9 

3.0 

25.5 

10 

6.3 

19.9 

11 

10.0 

26.1 

12 

7.5 

36.0 

13 

13.8 

20.1 

14 

7.5 

23.2 

15 

12.3 

34.5 

16 

16.1 

31.1 

17 

7.8 

24.4 

18 

8.2 

23.9 

National  Average 

8.81 

26.6 

Source:  1 998  Network  Annual  Reports 


■        EDUCATIONAL  OPPORTUNITIES 

Networks  serve  as  a  clearinghouse  for  educational  materials  with  the  purpose  of  increasing  the 
understanding  of  End  Stage  Renal  Disease,  the  care/treatment  required,  and  other  related  issues. 
Networks  distribute  these  materials  not  only  to  patients  and  their  families,  but  also  to  other  concerned 
parties  such  as  dialysis  facilities  and  other  renal  related  organizations.  An  example  of  educational 
materials  developed  by  some  Networks  include  disaster  preparedness  guides;  patient  advocacy 
documents  that  help  patients  play  a  proactive  role  in  improving  their  health;  patient  and  facility 
newsletters;  information  on  resolving  patient  grievances;  and  vocational  rehabilitation  information. 

Networks  also  plan  and  provide  support  for  various  educational  conferences  throughout  the  year. 
These  conferences  benefit  both  the  care  providers  as  well  as  the  patient  population.  Many  Networks 
provide  annual  educational  conferences  and  seminars  directed  toward  nephrology  nurses  and 
technicians,  nephrologists,  and  social  workers.  Often  the  seminars  are  held  in  conjunction  with  the 
American  Nephrology  Nurses  Association  and  National  Kidney  Foundation. 
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Goal  Two:  Improving  data  reporting,  reliability  and  validity  between  ESRD 
facilities/providers,  Networks  and  HCFA 

To  accomplish  the  second  goal.  Networks  utilize  both  internal  and  external  databases  to  track  various 
data.  Data  reporting  is  an  essential  function  of  the  Networks.  Accurate  data  collection  has  a  two-fold 
purpose: 

1.  Aids  the  Networks  by  providing  a  look  at  issues  facing  the  regional  ESRD  population  and  a  check- 
system  to  measure  facility  accuracy  and  timeliness; 

2.  Provides  the  national  ESRD  data  system  with  accurate  data  to  support  quality  improvement 
initiatives,  HCFA  policy  decision  and  the  USRDS  research  activities. 

Each  Network  supports  and  maintains  its  own  database  to  store  patient  specific  information  and  ESRD 
related  events.  On  a  broad  level,  these  databases  maintain  demographic  data  as  well  as  track  patient 
transactions  such  as  changes  in  modality,  facility,  transplant  status,  or  deatli.  In  this  manner,  Networks 
are  able  to  maintain  accurate  counts  of  patients  within  their  area. 

The  information  tracked  within  Network  databases  is  collected  from  the  ESRD  provider  through  the 
Medical  Evidence  Report  Form  (HCFA  2728)  and  the  Death  Notification  Form  (HCFA  2746). 
Providers  are  responsible  for  submitting  these  documents  in  an  accurate  and  timely  manner.  Networks 
monitor  providers  based  on  their  data  submission  practices  and  are  responsible  for  addressing  non- 
compliance. Other  clinical  data  elements  are  also  retained  in  their  Network  database  for  quality 
improvement  activities. 

Networks  are  also  responsible  for  transmitting  these  data  to  HCFA  using  the  ESRD  Data  Entry  and 
Editing  System  (ED EES).  Each  month.  Networks  must  upload  all  information  collected  in  EDEES  to 
the  HCFA  database.  Table  11  shows  the  number  of  forms  collected  by  Networks  in  1998. 


Table  11 
Data  Forms  Processed 
Calendar  Year  1998 


Medical  Evidence 

Death  Notification 

Network 

(HCFA  2728) 

(HCFA  2746) 

Total 

I 

3,690 

2.530 

6,220 

2 

6,414 

4.240 

10,654 

3 

3,050 

2.924 

5,974 

4 

4,583 

2,937 

7,520 

5 

5.705 

3,659 

9,364 

6 

6,910 

4,333 

11,243 

7 

* 

* 

9,548 

8 

4,760 

3,294 

8,054 

9 

6,699 

4,267 

10,966 

10 

3,871 

2,327 

6,198 

11 

6,000 

4,000 

10,000 

12 

3.912 

2.602 

6,514 

13 

3,986 

2,660 

9,548 

14 

6,327 

4,038 

10,365 

15 

3,878 

2.263 

6,141 

16 

2,265 

1.477 

3,742 

17 

4.093 

2,661 

6,754 

18 

6,707 

4,216 

10,923 

Source:  1998  Network  Annual  Reports. 


'Network  numbers  not  provided 
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Recognizing  the  need  to  standardize  each  ESRD  Network's  data  system,  HCFA  began  working  with  the 
Networks  and  Forum  of  ESRD  Networks  to  accomplish  this  standardization.  In  October  of  1997,  the 
Southeastern  Kidney  Council  (Netv^ork  6)  was  awarded  a  24-month  contract  to  design,  develop,  and 
install  Standard  Information  Management  System  (SIMS).  The  purpose  of  the  project  is  to  design, 
develop. -purchase  and  install  a  standard  information  management  system  that  supports  the  ESRD 
Network  Organizations.  It  will  also  preside  communication  and  data  e.xchange  links  among  the 
Networks,  HCFA,  and  other  segments  of  the  renal  communit)-  to  suppon  qualitv'  improvement  activities 
that  relate  to  the  treatment  of  ESRD.  Throughout  1998,  Networks  began  shaping  the  project  through 
established  workgroups  to  determine  core  data  set  elements,  securit\-  issues  and  a  standardized  data 
dictionary.  Two  Networks,  Network  5  and  Network  6,  began  Alpha  testing  SIMS  in  November  1998 
with  Beta  testing  expected  to  begin  in  Jime  1999.  SIMS  has  an  expected  release  date  of  December  1999 
(Southeastern  Kidney  Council  1998  Annual  Report). 

In  building  this  information  infrastructure,  the  Networks  hope  to  better  pursue  initiatives  to  measure 
and  improve  the  quality  of  healthcare  delivered  to  the  ESRD  patient  population.  The  ultimate  goal  of 
SIMS  is  to  improve  the  qualitj-  of  care  delivered  by  making  ESRD  data  more  accessible  to  dialysis 
facilities.  Networks  and  the  renal  commimitv'. 

Goal  Three  :EsT.\BLiSHiNG  and  improving  p.ajitnerships  .\nd  cooferattv  e  acttvities 
AMONG  AND  bet%\t;en  ESRD  Networks,  Peer  Review  Organizations 
(PROS),  State  Sluvey  Agencies  and  ESRD  facilities  and  providers 

Networks  participate  in  a  number  of  activities  with  organizations  facilitating  cooperation  and  joint 
ventures  to  fulfill  this  goal.  Each  Network  creates  unique  parmerships  with  organizations  to  help 
provide  better  care  for  the  ESRD  patient  population. 

\W  Networks  provide  suppon  and  leadership  to  the  Forum  of  ESRD  Networks.  Network  MRB 
Chainnen  and  Board  members,  E.xecutive  Directors,  and  other  staff  members  assist  the  Forum  by 
volunteering  for  positions  on  the  Forum  Board  of  Directors  as  well  as  on  various  Forum  committees. 

The  Forum,  as  a  result  of  the  participation  of  all  18  Networks,  has  been  instrumental  in  developing  and 
promoting  a  number  of  national  initiatives  that  improve  partnerships  within  the  Network  system.  These 
iiKlude  the  SIMS  initiative,  the  semi-annual  meetings  of  MRB  Chairpersons,  development  of  a  strategic 
plan,  qiiarterly  conference  calls  among  the  Executive  Directors,  and  distribution  of  clearinghouse 
materials  to  all  Networks. 

The  Forum  received  several  contract  modifications  from  HCFA  in  1998  to  assist  in  serving  the 
Networks  more  efficiently.  The  Forum  sponsored  a  Spring  meeting  between  HCFA  representatives  and 
the  Networks.  The  meeting  drew  representatives  from  HCFA,  Network  staff  from  their  Data,  Quality 
and  E.xecutive  departments  as  well  as  many  Network  Medical  Review  Board  Chairmen  to  discuss  issues 
impacting  the  ESRD  Networks.  The  Forum  also  received  a  contract  modification  to  print  and  distribute 
the  1998  ESRD  Core  Indicators  Data  Collection  Form  as  well  as  to  format  and  distribute  the  Core 
Indicators  Supplement  and  Highlight  Reports. 

In  addition  to  working  with  the  Fonom,  Networks  foster  relationsliips  with  Peer  Review  Organizations 
(PROs).  As  seen  below  in  Table  12,  Networks  implemented  cooperative  smdies  in  conjunction  with  the 
PROs  in  the  area  of  quality  improvement  during  1998.  The  projects  varied  from  Network  to  Network 
but  all  projects  focused  on  improving  the  care  received  by  ESRD  patients.  „,. 
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TABLE  12 

1998  NETWORK-PRO  COLLABORATION  PROJECTS 


NETWORK 

PRO 

Toiric  or  Project  Name  • 

2 

Island  Peer  Rev  lev.  Organization 

Monitoring  AV  Grafts  for  Early  Detection  of  Venous 
Stenosis 

5 

Delmarva  Foundation  for  Medical  Care 

Improving  the  adequacy  of  hemodialysis 

5 

West  Virginia  Medical  Institute,  Delmarva  Foundation  for 
Medical  Care,  Virginia  Health  Quality  Center 

Increasing  the  influenza  vaccination  rate 

7 

Florida  Medical  Quality  Assurance,  Inc. 

Hepatitis  B  vaccination 

8 

Mid-South  Foundation  for  Medical  Care 

Foot  care 

11 

Michigan  PRO 
North  Dakota  PRO 

Flu  vaccination 

Strategies  for  Managing  the  Continuum  of  Care  in  the  ESRD 
Patient 

13 

Louisiana  Health  Care  Review,  Inc. 

Vascular  Acce.ss 

14 

Texas  Medical  Foundation 

Be-Wise  Immunize  QIP  protocol 

15 

Colorado  Foundation  for  Medical  Care 

Peritoneal  dialysis  adequacy 

15 

Mountain  Pacific  Quality  Health  Foundation 

Pre-ESRD  Care 

16 

PRC-West 

Vascular  Access  CPMs 

17 

CMRI,  Inc 

Hepatitis  B  vaccination  and  Immune  status  among  ESRD 
patients  in  Northern  California 

Networks  communicate  with  State  Survey  Agencies  (SSAs)  through  the  exchange  of  newsletters,  annual 
reports,  and  other  appropriate  quality  reports.  The  high  degree  of  communication  helps  to  facilitate  the 
exchange  of  ideas  on  issues  of  quality  improvement  and  patient  grievances. 

Networks  continually  communicate  and  coordinate  activities  with  members  of  the  renal  community.  In 
addition,  they  have  fostered  strong  relationships  with  advocacy  and  research  organizations.  Some  of 
the  renal  community  Networks  work  with  include: 

AAKP:  American  Association  of  Kidney  Patients 

AKF :  American  Kidney  Fund 

ANNA:  American  Nephrology  Nurses  Association 

ASN:  American  Society  of  Nephrology 

NKF:  National  Kidney  Foundation 

NRAA:  National  Renal  Administrators  Association 

RPA:  Renal  Physicians  Association 


Other  organizations  Networks  work  with  include: 


CDC:  Centers  for  Disease  Control 

FDA:  Food  and  Drug  Administration 

NAHQ:  National  Association  for  Healthcare  Quality 

UNOS:  United  Network  for  Organ  Sharing 

USRDS:  United  States  Renal  Data  System 

Many  of  the  ESRD  Network  personnel  are  actively  involved  on  renal  community  Boards  of  Directors 
and  committees.  For  example,  several  ESRD  Network  staff  work  closely  with  both  the  National 
Kidney  Foundation  (NKF)  and  the  American  Association  of  Kidney  Patients  (AAKP)  to  avoid 
duplication  of  services  to  patients  within  their  Network  area. 
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All  ESRD  Networks  collaborate  with  UNOS  to  collect  transplant  data.  The  Networks'  assist  UNOS  in 
collecting  forms  dealing  with  transplantation  which  are  overdue  and  UNOS  in  turn  supplies  data  and 
reports. 


Goal  Four:  Evaluating  and  resolving  patient  grievances 

Networks  are  responsible  for  evaluating  and  resolving  patient  grievances.  Each  Network  has  a  formal 
grievance  resolution  protocol,  approved  by  HCFA.  During  1998,  Networks  processed  105  formal 
beneficiar>-  grievances.  This  represents  a  small  decrease  from  1997. 

A  formal  beneficiarv'  grievance  is  a  documented  complaint  usually  alleging  that  ESRD  services  did  not 
meet  professional  levels  of  care.  This  t>pe  of  complaint  requires  the  Network  to  conduct  a  formal 
review  of  the  information  and  an  evaluation  of  the  grievance,  which  may  require  the  involvement  of  a 
Grievance  Committee  and/or  the  Medical  Review  Board. 

Grievances  come  to  the  Networks  in  many  forms,  and  from  many  sources  including  telephone  calls  and 
letters  from  patients,  families,  facilities,  and  patient  advocates.  Though  many  of  these  "complaints" 
never  reach  the  formal  grievance  stage,  Networks  dedicate  large  amounts  of  staff  time  responding  to 
these  concerns.  It  is  estimated  that  ESRD  Networks  process  about  3,000  such  patient  concerns 
annually.  The  relatively  small  number  of  formal  beneficiary  grievances  is  an  indication  that  Networks 
address  most  concerns  before  they  become  formal  grievances. 

Tables  13  displays  the  number  and  type  of  formal  written  grievances  filed  in  each  Network  during 
1998. 


Table  13 
FORM.\L  Grievances  Processed 
Calendar  Year  1998 


Network      S  of  Grievances 

1        '  0 


Network 

tt  of  Grievances 

11 

0 

12 

5 

13 

8 

14 

10 

15 

3 

16 

0 

17 

2 

18 

1 

Total 

118 

Source:  1998  Netwofk  Annual  Reports 


As  noted,  several  Networks  (1,  3,  11  and  16)  had  no  formal  grievance  investigations  in  1998  while 
Network  6  processed  22  formal  grievances.  Table  14  groups  grievances  into  broad  categories  based  on 
their  general  type  given  their  description  in  each  Network's  Annual  Report.  The  majority  of  the 
grievances  relate  to  the  patient's  relationship  to  the  staff  and  complaints  regarding  the  staff  or  dialysis 
provider.  The  majority  of  the  complaints  lodged  by  facilities  concern  the  handling  of  disruptive  and 
abusive  patients. 
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Table  14 

 Type  of  Grievance  

Treatment  Related 

•  Any  concern  relating  to  the  medical  treatment  a  patient  receives  at  the  unit.  These 
may  include  time  of  treatment,  availability  of  treatment  limes,  quality  of  treatment 
received,  etc. 

Physical  Environment 

•  Any  concern  relating  to  the  physical  atmosphere  of  the  unit.  These  may  include 
temperature,  cleanliness,  hazards,  etc. 

Staff/Provider  Related 

•  Any  concern  including  difficulties  with  provider  policies  or  staff  such  as 
professional  behavior,  competency,  adherence  to  policy,  etc. 

Disruptive/ Abusive  Patient 

•  These  complaints,  lodged  by  the  facility,  concern  how  to  handle  a  patient  and/or 
family  that  is  disruptive,  abusive,  or  non-compliant. 

Patient  Transfer  Related 

•  These  complaints  relate  to  the  inter-facility  patient  transfer  process. 
Transient  Dialysis  Related 

•  Any  complaint  concerned  with  the  facility  assisting  the  patient  and/or  family  in 
identifying  a  provider  for  temporary  dialysis  treatment. 

Source:  1998  Network  Annual  Reports 


■     SANCTION  RECOMMENDATIONS 

Networks  are  authorized  to  propose  (to  HCFA)  sanction  recommendations  against  facilities  and  to  make 
recommendations  for  additional  facilities  in  the  service  area,  as  they  are  necessary  for  each  particular 
Network. 

During  1998,  only  one  sanction  recommendation  was  made  to  HCFA.  This  sanction  involved  a  facility 
that  the  Network  felt  its  practices  over  time  did  not  meet  the  standard  of  care  and  observed  that  the 
standardized  mortality  rate  was  consistently  higher  than  the  state  average.  The  facility  was  not  closed 
but  was  required  to  follow  specific  guidelines  to  monitor  and  improve  deficiencies. 

i  ..  .  ..   .  ■  <■  ' 

M    RECOMMENDATIONS  FOR  ADDITIONAL  FACILITIES 

There  were  three  Networks  recommending  additional  facilities  in  their  area.  These  recommendations 
vary  in  their  objectives  which  include: 

•  The  need  for  a  Medicare  assessment  of  the  costs  to  operate  dialysis  centers  to  include  wage 
adjustments  and  local  regulations  to  help  with  shortage  of  trained  personnel. 

•  The  need  for  HCFA  to  develop  a  billing  code  to  accommodate  the  non-chronic,  acute  patients  who 
require  dialysis  for  an  extended  period  of  time.  These  patients  do  not  need  be  hospitalized,  but  do 
require  dialysis  treatment  until  kidney  function  returns.  Due  to  billing  complications  it  is  difHcult 
to  accommodate  these  patients  in  the  traditional  outpatient  setting. 
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•  The  difficulty  of  providing  ambulance  transportation  for  hemodialysis  patients  in  Skilled  Nursing 
Facilities  due  to  Medicare  bundling  costs. 

•  The  need  to  increase  transplantation  services  in  one  Network. 

•  The  need  to  evaluate  a  mechanism  for  reimbursing  acute  care  facilities  adequately  for  treating 
patients  who  cannot  be  treated  in  chronic  facilities  due  to  behavioral  problems. 


■  SUMMARY 

This  repon  summarizes  highlights  of  ESRD  Network's  1998  activities.  The  following  Internet 
addresses  provide  additional  information  about  the  ESRD  Networks  and  the  ESRD  program.  All 
Network  web  sites  can  be  access  through  the  Forum's  home  page,  www.esrdnetworks.org. 


Network  Web  addresses 


Network 

1 

http 

//www .  networkofhewengland .  org 

2 

http 

//www .  esrdnetworks .  org/networks/net2/net2 .  htm 

3 

http 

//www .  tare  web .  org 

4 

http 

//www .  esrdnetworks .  or.g/networks/net4/net4 .  htm 

5 

http 

/  /  www .  esrdneiS .  org 

6 

http 

//www .  esrdnetworks .  org/networks/net6/net6 .  htm 

7 

http 

//www .  esrdnetworks .  org/networks/net7/net7 .  htm 

8 

http 

//www .  esrdnetworks .  org/networks/net8/net8 .  htm 

9/10 

http 

/  /  www .  renalnetwork .  org 

11 

http 

//www. esrdnetworks.org/nerworks/netl  1/netll.htm 

12 

http 

//www .  esrdnetworks .  org/networks/net  1 2/ net  1 2.htm 

13 

http 

//www .  esrdnetworks .  org/networks/net  1 2/net  1 2 .  htm 

U 

http 

//www .  nephron,  com/  net  1 4 .  html 

15 

http 

//www .  esrdnetworks  .org/  networks/net  1 5/net  1 5 .  htm 

16 

http 

//www .  nwrenalnerwork  .org 

17 

http 

//www .  network  17 .  org 

18 

http 

//www .  esrdnetworks .  org/networks/net  1 8/net  1 8 .  htm 

SIMS 
Project 

http 

//www .  simsproject.  com 

Organization  Web  Addresses 


AHQA- 

http://www.ahqa.org 

wAAKP.-  : 

http://www.aakp.org 

ANNA 

http://anna.inurse.com 

CDC 

hup :  /  /  www .  cdc .  gov 

HCFA 

http://www.hcfa.gov 

httDi//www.niedicare.gov 

NAHQ 

http 

//www.  nahq.org 

NKF 

http 

//www .  kidney  .org 

UNOS 

http 

//www.unos.ore 

USRDS 

http 

//www.  usrds.org 

A  copy  of  a  specific  Network  /Vnnual  Report  can  be  obtained  from  the  Network  office.  Network 
addresses  and  telephone  numbers  are  listed  on  the  inside  front  cover  of  this  report. 
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APPENDIX  A 

1998  Incidence  and  prevalence  by  Dialyzing  Network 


Nrtwork 

Patients  New  to  ESRD  in  1998 

Patients  Uialyzuig  at  12/31/1998 

3,469 

9,606 

2 

6, 196 

18,829 

3,980 

1 1,394 

4 

4,oys 

J, JOB 

1  <  QA^ 

1 j,ooD 

-  0 

o,8uy 

.  7  - 

5,182 

14,268 

8 

4,464 

14,435 

9 

6,937 

17,351 

10 

4,215 

10,991 

11 

5,882 

15,501 

12 

3,608 

9,533 

13 

3,622 

10,699 

14 

6,388 

19,474 

15 

3,679 

10,056 

16 

2,184 

6,198 

17 

4,112 

11,902 

1  18 

6,288 

17,908 

I  Total 

87,301 

248,845 

Source:  1998  Network  Annual  Reports 
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APPENDIX  B 
State  and  National  ESRD  Incidence  Rates 
Calendar  Year  1998 


Initiated  ESRD 

General  Population 

Incidence  Rate  Per 

Patients*  Residence 

IDerapy  lyva 

Million  Population 

Ala))ania 

1 ,564 

4,  jj  1  ,yyy 

0  / 

014, UlU 

1  no  1 7 

Anztuia 

'+,000, OJ  I 

Z.,  J  JO,  JUJ 

289  17 

f^o  IS  f jm*n  ao 
\_.4±UlUl  LLLd 

9  861 

37  fififi  5'in 

301  87 

761 

3,970,971 

191.64 

1""  ("in  n  w*H /*!  1 1 

948 

3  274  096 

289.55 

252 

743,603 

338.89 

Oistrict  of  Ooliunbia 

421 

523,124 

804.78 

5,191 

14,915,980 

348.02 

2,567 

7,642,207 

335.90 

Hawaii 

457 

1,193,001 

383.07 

I^ho 

230 

1,228,684 

187.19 

Illhiois 

4,395 

12,045,326 

364.87 

ffiHiana 

1,864 

5,899.195 

315.98 

Iowa 

666 

2,862,447 

232.67 

656 

2,629,067 

249.52 

1  160 

3,936,499 

294.68 

1  928 

4  368  Q67 

441 .29 

Maine 

nflorvlonii 

2  018 

S  134  SOS 

J  ,  I , OwO 

393.00 

1  625 

6  147  132 

264.35 

3  131 

9  817  242 

318.93 

1,058 

4.725.419 

223.90 

1,105 

2,752,092 

401.51 

\Iissouri 

1,799 

5,438,559 

330.79 

Nl  on  tana 

158 

880,453 

179.45 

Nebraska 

433 

1,662,719 

260.42 

Nevada 

459 

1,746,898 

262.75 

New  Hampshire 

219 

1,185,048 

184.80 

New  Jersey 

3,003 

8,115,011 

370.05 

New  \^exico 

466 

1,736,931 

268.29 

6199 

10,1  /  J  I 

341.07 

ilUl  111     -di  UUXul 

2  712 

7  546  439 

359.37 

127 

638  244 

198  98 

Ohio 

3  865 

1 1  209  493 

344.80 

Oklahoma 

987 

3  346  713 

294.92 

Oregon 

649 

3,281,974 

197.75 

Pennsylvania 

4,321 

12,001,451 

360.04 

Rhode  Island 

301 

988,480 

304.51 

South  Carolina 

1,507 

3,835,962 

392.86 

South  Dakota 

199 

738,171 

269.59 

Tennessee 

1,752 

5,430,621 

322.62 

Texas 

6,323 

19,759,614 

320.00 

Utah 

336 

2,099,758 

160.02 

Vermont 

116 

590,883 

196.32 

Virginia 

2,319 

6,791.345 

341.46 

Washington 

1,075 

5,689,263 

188.95 

West  Virginia 

612 

1,811,156 

337.91 

Wisconsin 

1,343 

5,223,500 

257.11 

Wyoming 

74 

480,907 

153.88 

23 


118 


APPENDIX  B 
State  and  National  ESRD  Incidence  Rates 
Calendar  Year  1998 


Initiated  ESRD 

06n€r^~  PopDlstion 

Incidence  Rate  Per 

Patients'  Residence 

Therapy  1998 

(7/1/98) 

Million  Population 

Unknown  US 

239 

United  States 

86,079 

270,298,524 

318.46 

American  Samoa 

9 

62,093 

144.94 

Guam 

73 

149.101 

489.60 

Puerto  Rico 

1.062 

3.860,000 

275.13 

Saipan 

22 

66,61 1 

330.28 

Virgin  Islands 

35 

118,382 

295.65 

Unknown 

7 

US  and  Territories 

87,287 

274,554,711 

317.92 

Outside  US 

14 

Total  New  ESRD 

87,301 

274,554,711 

317.97 

Source  of  Population  Census:      hnp://www. census. gov/populaliori/'estimates/staie/ST9097Tl  txt 


hnp://www. census  gov/cgi-bin/ipc/idbsprd 


24 


119 


APPE>a)KC 

LNCroENCE  LNCREASE  (DECREASE)  FROM  END  YEAR  1997  AND 

End  Year  1998 


Patients'  Residence 

Initiated  ESRD 
Therapy  1997 

Initiated  ESRD 
Therapy  1998 

%  Difference 

Alabama 

_    1,549  ^ 

.  :  1,5S4 

-5% 

Alaska 

75 

^  -  67 

-11% 

Arizona 

:  .3's 

1,580 

^ikaiisas 

788- 

734 

-7% 

California 

9,094 

9.861 

8% 

Colorado 

683 

761 

11% 

Connecticut 

946 

948 

0.00 

Delaware 

184 

252 

37% 

District  of  Columbia 

378 

421 

11  % 

Florida 

4.955 

5.191 

5% 

Georgia 

2.433 

2.567 

6% 

Hawaii 

420 

457 

9% 

Idaho 

214 

230 

7% 

Illinois 

3.998 

4.395 

10% 

Indiana 

1.618 

1.864 

15% 

Iowa 

595 

666 

12% 

^uisas 

670. 

656 

-2% 

Kentu,..-;,.  1,066 

1,160 

9% 

Louisiana                                  |  1.722 

1.928 

12% 

fiaine                                  j  257 

247 

-4% 

Maryland 

1,810 

2,018 

11% 

Massachusetts 

1.592 

1,625 

2% 

Michigan 

2.883 

3,131 

9% 

Minnesota 

980 

1,058 

8% 

Mississippi 

1.063 

1 ,  lUj 

A  OL 
"iTQ 

Missouri 

1.636 

1,799 

10% 

Montana 

140 

158 

13% 

Nebraska 

401 

433 

8% 

Nevada 

406 

459 

13% 

New  Hampshire 

193 

219 

13% 

New  Jersey 

2.781 

3,033 

9% 

New  Mexico 

448 

466 

4% 

New  York 

5.863 

6,199 

6% 

North  Carolina 

2.512 

2,712 

8% 

^*^^--'12T^*; 

|CHiio 

3,483 

ll~c 
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appendix  c 

Incidence  Increase  (Decrease)  from  End  Year  1997  and 
End  Year  1998 


Patients'  Residence 

Initiated  ESRD 
Therapy  1997 

Initiated  ESRD 
Therapy  1998 

%  Difference 

Oklahoma 

901 

987 

10% 

Oregon 

618 

649 

5% 

Pennsylvania 

3,959 

4,321 

9% 

Rhode  Island 

267 

301 

13% 

South  Carolina 

1,399 

1.507 

8% 

South  Dakota 

194 

199 

3% 

Tennessee 

1,729 

1,752 

1% 

Texas 

5,794 

6,323 

9% 

Utah 

267 

336 

26% 

Vermont 

116 

.   .    -3%  2 

Virginia 

2,264 

2,319 

2% 

Washington 

1,023 

1,075 

5% 

gTesf '.'Virginia"' 

614 

;       -,,-612  ■  : 

UOO 

Wisconsin 

1,212 

1,343 

11% 

Wyoming 

69 

74 

0.07 

74 

Total  United  States 

79,880 

86,079 

8% 

lAmerican  Samoa 

7 

9 

29% 

-5% 

Puerto  Rico 

974 

1,062 

9% 

Saipan 

16 

22 

38% 

Virgin  Islands  '' 

^1  1  •  .    '   -  -  -.^ .-  

42  • 

-17% 

Unknown 

1 

Total  US  and  Territories 

80,996 

87,287 

8% 

Outside  US 

14 

Total  New  ESRD 

80,996 

87,301 

8% 

Source:  1998  Network  Annual  Reports 
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APPENDIX  D 

Incidence  of  Dialysis  Population  by  age  and  Network 
December  31, 1998 


Network 

0-19 

20-29 

30-39 

40-49 

50-59 

60-69 

70-79 

>80 

Unk 

Total 

1 

38 

79 

181 

303 

496 

781 

1035 

556 

0 

3,469 

2 

75 

184 

390 

731 

1072 

1407 

1479 

752 

0 

6.090 

3 

25 

95 

235 

417 

691 

973 

1043 

501 

0 

3.980 

4 

57 

111 

278 

492 

656 

1143 

1398 

563 

0 

4.698 

5 

61 

157 

409 

694 

924 

1261 

1335 

529 

10 

5.380 

6 

78 

247 

500 

931 

1336 

1650 

1498 

567 

2 

6,809 

7 

40 

116 

321 

539 

773 

1126 

1474 

817 

0 

5,206 

8 

57 

169 

307 

602 

828 

1087 

1001 

392 

0 

4,443 

9 

78 

173 

464 

733 

1097 

1668 

1901 

814 

6 

6,934 

10 

60 

125 

287 

468 

678 

929 

1139 

534 

0 

4.220 

11 

77 

164 

379 

730 

957 

1302 

1589 

685 

0 

5,883 

U 

52 

115 

243 

402 

553 

826 

962 

455 

0 

3.608 

13 

58 

120 

263 

504 

703 

885 

787 

302 

0 

3.622 

14 

101 

235 

475 

905 

1210 

1573 

1401 

484 

4 

6.388 

15 

61 

106 

264 

427 

674 

877 

922 

346 

1 

3,678 

16 

36 

72 

171 

269 

394 

495 

511 

236 

0 

2.184 

17 

51 

122 

255 

482 

703 

%8 

1016 

508 

13 

4.118 

18 

74 

206 

361 

680 

983 

1419 

1669 

831 

0 

6.223 

Total 

1,079 

2,596 

5,783 

10,309 

14,728 

20J70 

22,160 

9,872 

36 

86,933 

%  Total 

1% 

3% 

7% 

12% 

17% 

23% 

25% 

11% 

0% 

Source:  1998  Nework  Annual  Reports 
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APPENDIX  E 
1998  ESRD  Prevalence  of  Patients  by  Race  in 
Network  Receiving  Treatment 


Network 

Asian/ 

1  Native 

- . 

Black: 

White 

Pacific  Islander 

American 

Other 

Unknown 

Total 

1 

1,812 

7,368 

153 

31 

186 

56 

9,606 

2 

7,525 

9,161 

599 

121 

1,423 

0 

18,829 

3 

3,568 

5,296 

163 

28 

2,339 

0 

11,394 

4 

4,360 

7,754 

45 

30 

170 

26 

12,385 

5 

9,462 

5,673 

245 

0 

211 

274 

15,865 

6 

14,892 

6,449 

193 

348 

399 

169 

22,450 

7 

5,615 

8,304 

190 

37 

122 

0 

14,268 

8 

9,136 

5,136 

73 

66 

24 

0 

14,435 

10 

4,841 

5,504 

183 

36 

421 

6 

10,991 

11 

5,033 

9,649 

224 

484 

111 

0 

15,501 

12 

2,760 

6,575 

86 

105 

7 

0 

9,533 

13 

5,897 

4,228 

68 

430 

76 

0 

10,699 

14 

6,160 

6,864 

260 

67 

5,936 

187 

19,474 

15 

932 

7,051 

237 

1,547 

238 

51 

10,056 

16 

617 

4,858 

425 

254 

44 

0 

6,198 

17 

2,170 

6,188 

3,409 

106 

0 

29 

11,902 

18 

3,505 

11,914 

2,082 

118 

289 

0 

17,908 

Total 

94,277 

128,888 

8,699 

3,881 

12,260 

840 

248,845 

%TotaI 

38% 

52% 

3% 

2% 

5% 

0% 

Source:  1998  ESRD  Network  Annual  Reports.  Patient  numbers  are  derived  fi'om  tliose  patients  receiving  treatment 
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APPENDIX  F 
1998  ESRD  iNcroENCE  OF  Patients  by  Race  in 
Network  Receiving  Treatment 


DUiCK 

Wliifo 
Tt  DIlc 

Asian/ 

Native 
i\iiicriv2iu 

v#iner 

unnJuuwn 

1 

HO  J 

44 

J 

oo 

1 

3  467 

197 

44Q 

0 

6  OQfl 

1  014 

1,854 

49 

1  062 

0 

3  980 

4 

1,159 

3,414 

34 

8 

65 

18 

4,698  j 

5 

2,613 

2,589 

70 

0 

52 

56 

5,380  j 

6 

3,785 

2,763 

36 

49 

137 

39 

6,809 

7 

1,488 

3,600 

63 

9 

46 

0 

5,206 

8 

2,270 

2,126 

21 

13 

12 

1 

4,443 

9 

1,639 

5,059 

22 

49 

143 

22 

6,934 

10 

1,510 

2,385 

65 

19 

234 

7 

4,220 

11 

1,340 

4,264 

71 

162 

46 

0 

5,883 

12 

780 

2,726 

23 

24 

55 

0 

3,608 

13 

1,654 

1,761 

19 

148 

39 

1 

3,622 

14 

1,609 

2,788 

93 

23 

1,864 

11 

6,388 

15 

274 

2,838 

88 

361 

97 

20 

3,678 

16 

177 

1,787 

121 

80 

19 

0 

2,184 

17 

622 

2,401 

1,026 

51 

0 

18 

4,118 

18 

1,039 

4,383 

663 

22 

116 

0 

6,223 

Total 

26,956 

56,837 

5,088 

1,104 

4,504 

228 

86,933 

% 

31% 

65% 

6% 

1% 

5% 

0% 

Source;  1998  ESRD  Network  Annual  Reports.  Patient  numbers  are  derived  from  those  patients  receiving  treatment 
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APPENDIX  G 
List  of  Primary  Causes  of  End  Stage  Renal  Disease 

Other 


Diabetes 

•  Type  II,  adult-onset 

•  Type  I,  juvenile  type 

Glomerulonephritis 

•  Glomerulonephritis  (GN) 

•  Focal  glomerulonephritis 

•  Membranous  nephropathy 

•  Membranoproliferative  GN 
e  Dense  deposit  disease 

•  IgA  nephropathy,  Berger's  disease 

•  IgM  nephropathy 

•  Rapidly  progressive  GN 

•  Goodpasture's  Syndrome 

•  Post  infectious  GN   

•  Other  proliferative  GN 

Hypertension/Large  Vessel  Disease 

•  Renal  disease  due  to  hypertension 

•  Renal  artery  stenosis 

•  Renal  artery  occlusion 

•  Cholesterol  emboli,  renal  emboli 

Cystic/Hereditary /Congenital  Diseases 

•  Polycystic  kidneys,  adult  type 

•  Polycystic,  infantile 

•  Medullary  cystic  disease 

•  Tuberous  sclerosis 

•  Hereditary  nephritis,  Alport's  syndrome 

•  Cystinosis 

•  Primary  oxalosis 

•  Fabry's  disease 

•  Congenital  nephrotic  syndrome 

•  Drash  syndrome 

•  Congenital  obstructive  uropathy 

•  Renal  hypoplasia,  dysplasia,  oligonephronia 

•  Prune  belly  syndrome 

•  Hereditary /familial  nephropathy 


Secondary  GN/Vasculitis 

•  Lupus  erythematosus 

•  Henoch-Schonlein  syndrome 

•  Sclerodema 

•  Hemolytic  uremic  syndrome 

•  Polyarteritis 

•  Wegener's  granulomatosis 

•  Nephropathy  due  to  heroin  abuse  and  related 
drugs 

•  Vasculitis  and  its  derivatives 

•  Secondary  GN,  other 

Interstitial  Nephritis/Pyelonehpritis 

•  Analgesic  abuse 

•  Radiation  nephritis 

•  Lead  nephropathy 

•  Gouty  nephropathy 

•  Nephrolithiasis 

•  Acquired  obstructive  uropathy 

•  Chronic  pyelonephritis 

•  Chronic  interstitial  nephritis 

•  Acute  interstitial  nephritis 

•  Urolithiasis 

•  Nephrocalcinsois 

Neoplasms/Tumors 

•  Renal  tumor  (malignant,  benign,  or 
imspecified) 

•  Urinary  tract  tumor  (malignant,  benign,  or 
unspecified) 

•  Lymphoma  of  kidneys 

•  Multiple  myeloma 

•  Light  chain  nephropathy 

•  Amyloidosis 

•  Complication  post  bone  marrow  or  other 
transplant 

Miscellaneous  Conditions 


•  Sickle  cell  disease/anemia 

•  Sickle  cell  trait  and  other  sickle  cell 

•  Post  partum  renal  failure 

•  AIDS  nephropathy 

•  Traumatic  or  surgical  loss  of  kidneys 

•  Hepatorenal  syndrome 

•  Tubular  necrosis 

•  Other  renal  disorders 

•  Etiology  uncertain 
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APPENDIX  I 

1998  iNcroENCE  OF  Patients  By  Gender  in  Network  Receiving  Treatment 


Network 

Male 

Female 

Unknown 

Total 

.....  , 

1,896 

1,573 

0 

3,469 

2 

3,299 

2,791 

0 

6,090 

3 

2,192 

1,788 

0 

3,980 

4 

2,585 

2,113 

0 

4,698 

5 

2,801 

2,579 

0 

5,380 

6 

3,317 

3,399 

93 

6,809 

7 

2,890 

2,316 

0 

5,206 

8 

2,203 

2,240 

0 

4,443 

9 

3,564 

3,354 

16 

6,934 

10 

'1  AO 

2,248 

1,972 

0 

4,220 

11 

3,175 

2,708 

0 

5,883 

12 

1,953 

1,655 

0 

3,608 

13 

1,844 

1,778 

0 

3,622 

14 

3,326 

3,062 

0 

6,388 

15 

2,028 

1,649 

1 

3,678 

16 

1,214 

970 

0 

2,184 

17 

2,214 

1,891 

13 

4,118 

18 

3,341 

2,882 

0 

6,223 

Total 

46,090 

40,720 

123 

86,933 

%  Total 

53% 

47% 

0% 

Source:  1998  Network  Annual  Reports 
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APPENDIX  J 

1998  prevalence  of  patents  by  gender  in  network 
Recetvtng  Treatment 


-Network    i  Male 

T  *n  Im  nwn 

1 1  ^  1  M  ,1  rr  i± 

Total 

1         !  5.134 

9.606 

2         i  lO.lS^ 

5.6J-5 

- 
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0 
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17 

17.351 
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0 

15,501 

12 

4,967 

4,566 

0 

9,533 

13 

5,456 

5,243 

0 

10.699 

14 

9,746 

9,728 

0 

19.4-4 

15 

5.313 

4,738 

5 

10.056 

16 

3.3"5 

2,823 

0 

6,198 

17 

6.129 

5,761 

11,902 

18     .  !  9.370 

8,538 

0 

i",908 

Total  129.782 

118.58" 

476 

248.845 

-%Toial               52 '^c 

48<^c 

Source:  1998  Network  Annual  Reports 
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Appendix  K 

In-Center  Dialysis  Patients  by  Network  Modality 
December  31, 1998 


NETWORK 

Hemodialvsis 

Peritoneal  T)ialv^i<% 

1 

8,138 

30 

2 

16,214 

14 

3 

9,851 

1 

4 

11,099 

9 

5 

13,955 

45 

6 

19,785 

0 

7 

12,489 

2 

8 

12,908 

5 

9 

14,744 

30 

10 

9,788 

12 

11 

13,366 

0 

L2 

7,821 

0 

13 

9,368 

4 

14 

17,484 

18 

15 

8,844 

2 

16 

5,052 

13 

17 

10,389 

12 

18 

16,027 

13 

Total 

217,322 

210 

Source:  1998  Network  Annual  Reports 
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Appendix  L 
Home  Dialysis  Patients  by  Network 
DECEMBER  31, 1998 


NETWORK 

Hemodialysis 

CAPD 

-GCPD 

-Other  PD 

Total 

1 

50 

583 

707 

1 

1341 

2 

145 

1,038 

781 

0 

1,964 

3 

56 

657 

829 

0 

1,542 

4 

59 

511 

624 

0 

1,194 

5 

148 

860 

810 

10 

1,828 

6 

176 

1,433 

1,141 

18 

2,768 

7 

162 

508 

726 

0 

1,396 

8 

124 

746 

637 

10 

1,517 

9 

65 

1,636 

860 

11 

2,572 

10 

65 

716 

408 

2 

1,191 

11 

75 

1,350 

709 

1 

2,135 

12 

136 

929 

647 

0 

1,712 

13 

22 

607 

420 

2 

1,051 

14 

66 

796 

930 

2 

1,794 

15 

62 

578 

565 

1 

1,206 

16 

220 

558 

340 

15 

1,133 

17 

25 

685 

746 

0 

1,456 

18 

17 

1,078 

837 

1 

1,933 

Total 

1,673 

15.269 

12,717 

74 

29,733 

Source:  1998  Network  Annual  Reports 
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APPENDIX  M 
1997  AND  1998  DIALYSIS  MODALITY:  IN  CENTER 


HEMO 

PD 

Network 

1997 

1998 

%  Change 

1997 

1998 

%  Change 

7,526 

8,138 

8% 

20 

30 

50% 

15,174 

16,214 

7% 

35 

14 

-60% 

.  ■■.3 

8,914 

9,851 

11% 

20 

1 

-95 

A 

10,291 

11,099 

8% 

44 

9 

-80% 

'■\3s: ; 

13,108 

13,955 

6% 

59 

45 

-24% 

18,161 

19,785 

9% 

5 

0 

0 

11,596 

12,489 

8% 

15 

2 

-87% 

8 

11,735 

12,908 

10% 

12 

5 

-58% 

9 

13,065 

14,744 

13% 

19 

30 

58%  1 

10 

9,096 

9,788 

8% 

18 

12 

-33%  1 

11 

12,128 

13,366 

10% 

0 

0 

0% 

12 

7,001 

7,821 

12% 

0 

0 

0% 

13 

8,811 

9,638 

9% 

0 

4 

n/a 

14 

16,062 

17,484 

9% 

58 

18 

-69% 

15 

7,960 

8,844 

11% 

10 

2 

-80% 

16 

4,631 

5,052 

9% 

17 

13 

-24% 

17 

9,540 

10,389 

9% 

13 

12 

-8% 

18 

14,718 

16,027 

9% 

4 

13 

225% 

Total 

199,517 

217,592 

9% 

349 

210 

-40% 

Source:  1998  Network  Annual  Reports 
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APPENDIX  N 

1997  and  1998  DL\LYSIS  MODALITY:  SELF-CARE  SETTING-  HOME 


HEMO 

CAPD 

CCPD 

OTHER  PD 

Network 

% 

% 

% 

% 

1997 

1998 

Change 

1997 

1998 

Change 

1997 

1998 

Change 

1997 

1998 

Change 

1 

70 

50 

-29% 

691 

583 

-16% 

708 

IQl 

0% 

0 

1 

n/a 

2 

146 

145 

-1% 

1,182 

1.038 

-12% 

763 

781 

2% 

0 

0 

0 

3 

64 

56 

-13% 

781 

657 

-16% 

848 

829 

-2% 

0 

0 

0 

'  ■  '  4 

82 

59 

-28% 

636 

511 

-20% 

597 

624 

5% 

0 

0 

0 

5 

152 

148 

-3% 

922 

860 

-7% 

753 

810 

8% 

5 

10 

100% 

158 

176 

11% 

1,601 

1.433 

-10% 

1,059 

1,141 

8% 

15 

18 

20% 

T'  ■ 

195 

162 

-17% 

009 

508 

-17% 

666 

726 

C\  Of 

9% 

1 

0 

1  r\r\  Of 

-100% 

8 

140 

124 

-11% 

885 

746 

-16% 

545 

637 

17% 

27 

10 

-63% 

0 

125 

65 

-48% 

1,725 

1.636 

-5% 

S27 

860 

4% 

18 

11 

-39% 

10 

100 

65 

-35% 

763 

716 

-6% 

365 

408 

12% 

5 

2 

-60% 

11 

89 

75 

-16% 

1.576 

1.350 

-14% 

694 

709 

2% 

2 

1 

-50% 

12 

127 

136 

7% 

1,029 

929 

-10% 

667 

647 

-3% 

0 
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0% 

-     13  J 

39 

22 

-44% 

659 

607 

-8% 

428 

420 

2% 

2 

2 

0% 

14 

71 

66 

-7% 

868 

796 

-8% 

891 

930 

4% 

5 

2 

-60% 

15  ^ 

86 

~62-^ 

-28% 

558 

578 

4% 

557 

565 

1% 

16 

1 

-94% 

16 

272 

220 

-19% 

628 

558 

-11% 

312 

340 

9% 

14 

15 

7% 

17 

23 

25 

9% 

738 

685 

-7% 

111 

746 

-3% 

0 

0 

0 

18 

20 

17 

-15% 

1,225 

1,078 

-12% 

816 

837 

3% 

0 

1 

n/a 

Total 

1,959 

1.673 

-15% 

17,076 

15.269 

-11% 

12,268 

12,717 

4% 

110 

74 

-33 

Source:  1998  Nework  Annual  Reports 
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Appendix  O 
Number  of  Renal  Transplants  Performed 
Calendar  Year  1998 


NETWORK 

Total  Kidney  Transplants 

Patients  Waiting  for 
Kidney  Transplants* 

1 

628 

2,112 

2 

841 

3,999 

3 

314 

1,443 

4 

832 

2,580 

5 

853 

3,566 

6 

788 

2,224 

7 

663 

1,265 

8 

671 

2,030 

9 

972 

1,737 

10 

557 

2,157 

11 

1,375 

3,505 

12 

657 

1,126 

13 

393 

1,304 

14 

954 

1,835 

IS 

629 

1,237 

16 

445 

907 

17 

662 

1,965 

18 

978 

3,240 

Total 

13,212 

38,232 

Source:  1998  Network  Annual  Reports 


*  Patients  my  be  placed  on  more  than  one  transplant  center's  waiting  list,  so  patients  may  be  counted  more  than  once 
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APPENDK  P 

Renal  Transplant  RiciprENTS  by  Donor  Soluce 
C.\LEN-D.\R  Year  1998 


NETWORK 

Cadaver 

Living  Related 

Lrving 
Lnrelaied 

Unknown 

Total 

1 

339 

221 

68 

0 

628 

2 

549 

242 

50 

0 

841 

3 

214 

8"" 

13 

314 

4 

671 

141 

19 

1 

832 

5 

467 

249 

137 

0 

853 

6 

573 

188 

27 

0 

788 

7 

536 

108 

19 

0 

663 

8  1 

454 

175 

42 

0 

671 

9 

731 

241 

0 

0 

972 

10 

350 

207 

0 

0 

557 

11 

420 

137 

0 

1.375 

12 

157 

39 

0 

657 

13 

2-5 

98 

20 

0 

393 

14 

681 

228 

45 

0 

954 

IS 

368 

188 

44 

29 

629 

16 

278 

33 

0 

445 

17 

 1 

167 

51 

0 

662 

18 

650 

247 

81 

978 

local 

8.859 

3.498 

825 

30 

13.212 

Source:  199S  Net^X)rk  Annual  Reports 
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Appendix  Q 

1998  Network  Quality  Improvement  Projects 


TOPIC 


NETWORK 


ANEMIA  .-,..„,,....  .,  . 

Cooperative  Anemia  Project 

A  Systems  -  Based  Approach  to  Quality  Improvement 

HEMODIALYSIS  ADEQUACY;,^,^ 

Adequacy  of  Dialysis 

Improving  the  Adequacy  of  Hemodialysis 

Hemodialysis  Adequacy  ' 

Hemodialysis  Central  Venous  Catheter  •  - 

Adequacy  of  Hemodialysis 

Improving  Adequacy  of  Hemodialysis  in  Texas 

Reducing  the  Rate  of  Hemodialysis  Access  Infection 

Improving  Adequacy  of  Hemodialysis  in  Northern  California  ESRD 
Patients 

PERITONEAL  DIALYSIS  ADEQUACY  i'^'- IfficS- 

Improving  Peritoneal  Dialysis  Adequacy  Measures 

PD  Intervention  Project 
Peritoneal  Dialysis  Adequacy 
Peritoneal  Dialysis  Prescription  Adequacy 
Peritoneal  Dialysis  Adequacy 
Peritoneal  Dialysis  Adequacy 

Improving  Adequacy  and  Nutrition  for  Peritoneal  Dialysis  Patients  in 
Network  17 

IMMUNIZATIONS  '~" 
Texas  ESRD  Immunization  Cooperative  Project 


TransAtlantic  Renal  Coimcil  (3) 

Renal  Network  of  the  Upper  Midwest,  Inc.  (11) 

ESRD  Network  Organization  #4 
Mid-Atlantic  Renal  Coalition  (5) 
Network  8,  Inc. 

The  Renal  Network,  Inc.  (9/10) 
ESRD  Network  Organization  #13 
ESRD  Network  of  Texas,  Inc.  (14) 
Northwest  Renal  Network  (16) 
Transpacific  Renal  Network  (17) 

ESRD  Network  of  New  York,  Inc.  (2) 

Southeastern  Kidney  Council,  Inc.  (6) 
Network  8,  Inc. 

The  Renal  Network,  Inc.  (9/10) 
ESRD  Network  12 
Intermountain  ESRD  Network  (15) 
Transpacific  Renal  Network  (17) 

ESRD  Network  of  Texas,  Inc.  (14) 
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appendix  q 
1998  Quality  Improvement  Projects 


TOPIC   

-NETWORK 

VASCULAR  ACCESS 

Increasing  the  Utilization  of  Permanent  Access  in  Incident  ESRD 
Patients 

ESRD  Network  of  New  England,  Inc.  (1) 

Early  Detection  of  Venous  Stenosis  in  A  V  Grafts  to  Prevent 
Thrombosis 

ESRD  Network  of  New  York  (2) 

Vascular  Access 

TransAtlantic  Renal  Coimcil  (3) 

Cooperative  ESRD  Vascular  Access  Study 

ESRD  Network  of  Florida  (7) 

Vascular  Access 

ESRD  Network  12 

Early  Detection  of  Venous  Stenosis  in  AV  Grafts  to  Prevent 
Thrombosis 

ESRD  Network  Organization  #13 

Increasing  and  Maintaing  AV  Fistula  Rates 

Southern  California  Renal  Disease  Council,  Inc.  (18) 

NEPHROLOGY  CARE 

Early  Referral  to  Nephrology  Care 

ESRD  Network  Organization  #4 

Strategies  for  Managing  the  Continuum  of  Care  in  the  ESRD 
Patient 

Renal  Network  of  the  Upper  Mid- West  (11) 

HEPATITIS  B  VACCINATION 

ESRD  Network  of  Florida  (7) 
Network  #12 

Southeastern  Kidney  Council  (6) 

Southern  California  Renal  Disease  Coimcil,  Inc.  (18) 

INFLUENZA  IMMUNIZATION 

ESRD  Network  of  New  England,  Inc.  (1) 
Mid-Atlantic  Renal  Coalition  (5) 
Southeastern  Kidney  Council  (6) 
Renal  Network  of  the  Upper  Mid- West  (11) 
Intermountain  ESRD  Network  (15) 

Source:  1998  Network  Annual  Reports 

I 
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Appendix  R 
1998  Network  Special  Stlidy  Projects 


Network 

Special  Study  1 

1 

Connecticut  Bacteremia  Project  | 

1 

Increasing  the  Utilization  of  Permanent  Access  in  Incident  ESRD  Patients  i 

4 

Implementation  of  the  DOOI  Guidelines  | 

■  . —  .  A ,.  ,    , ,  ■               1   .         ■     .       ■  ...   

4 

Network  4  Recommended  Pediatric  Scope  of  Care  Guidelines 

5 

Increasing  Educational  Efforts  to  Promote  Living  Donor  Kidney  Transplant 

6 

Family  History  Study 

6 

Racial  Variation  in  Autosomal  Dominant  Polycystic  Kidney  Disease 

e 

Fetal  and  Early  Life  Events  and  the  Development  of  ESRD 

7 

Home  Hemodialysis  Training  Demonstration  Project 

7 

Customer  Contacts  and  Resolving  Grievances 

7- 

Transplant  Rate  Improvement  Project  j 

1  9/iO 

Network  Core  Indicators:  100%  Sampling 

11 

Medical  Review  Committee  FoUow-Ups 

11 

Peritoneal  Dialysis  Review 

15 

Network  Specific  Standard  Mortality  Ratios  | 

Source:  1998  Network  Annual  Reports 
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appendix  s 
Vocational  rehabilitation 
Patients  aged  18-55  Years  as  of  December  31, 1998 


Referrals  to 

Patients  Employed 

Facihties  Offering 

NETWORK 

Number  of  Patients 

Vocational 

or  Attending  School 

Dialysis  Shift 

18-55  Years 

Rehabilitation 

Full  or  Part  time 

after  5  pm 

1 

2,884 

116 

900 

70 

2 

6,549 

505 

1,941 

119 

3 

3.897 

434 

1,564 

66 

4 

3,063 

198 

818 

37 

5 

5,711 

942 

1,544 

58 

6 

6,067 

629 

1,195 

31 

7 

5,123 

379 

1,085 

32 

8 

4,756 

125 

91 1 

32 

9 

6,191 

186 

1,578 

105 

10 

3,870 

243 

772 

45 

11 

5,154 

517 

1.343 

63 

12 

2,867 

214 

1,032 

31 

13 

4,152 

573 

834 

38 

14 

8,070 

605 

1,869 

40 

15 

3,750 

461 

1,294 

47 

16 

2,389 

384 

744 

51 

17 

4,337 

340 

1,058 

55 

18 

6,724 

553 

1,607 

74 

Total 

85.554 

7.404 

22,089 

978 

Source:  1998  Network  Annual  Reports 
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The  Chairman.  Thank  you,  Dr.  Wish. 
Now  Dr.  Kang. 

STATEMENT  OF  JEFFREY  L.  KANG,  M.D.,  DIRECTOR,  OFFICE 
OF  CLINICAL  STANDARDS  AND  QUALITY,  HEALTH  CARE  FI- 
NANCING ADMINISTRATION,  U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES,  WASHINGTON,  DC 

Dr.  Kang.  Good  afternoon,  Chairman  Grassley,  Senator  Breaux, 
Senator  Wyden,  distinguished  committee  members.  Thank  you  for 
inviting  us  to  discuss  our  efforts  to  improve  the  quahty  of  care  in 
Medicare's  End  Stage  Renal  Disease  Program. 

I  would  also  like  to  thank  the  General  Accounting  Office  and  the 
HHS  Inspector  General  for  their  assistance  in  this  area  and  I 
finally  want  to  thank  the  other  witnesses,  Dr.  Bay  and  Mr.  Smith, 
for  coming  here  today  to  share  their  experiences  and  concerns,  as 
well. 

As  today's  testimony  has  made  clear,  there  is  much  we  need  to 
do  to  build  upon  the  success  we  have  had  in  improving  the  quality 
of  EBRD  care.  If  I  can  have  the  first  graphic  here,  the  percentage 
of  patients  with  adequate  red  blood  cells  has  increased  from  46  to 
83  percent  over  the  last  5  years. 

Next  graphic?  This  is  a  graphic  similar  to  Dr.  Wish's.  The  per- 
centage of  patients  receiving  adequate  dialysis  over  the  same  pe- 
riod has  increased  from  43  percent  of  patients  to  74  percent  of  pa- 
tients. 

Next  graphic?  Then  finally  and  most  importantly,  these  improve- 
ments in  both  anemia  management  and  adequacy  of  dialysis  have 
been  associated  with  a  2  percent  reduction  in  1-year  mortality 
rates  over  this  similar  time  period.  That  means  6,000  lives  saved 
per  year  on  an  annual  basis. 

Despite  these  measurable  successes,  we  at  the  Health  Care 
Financing  Administration  are  committed  to  working  with  patient 
groups,  EBRD  facilities,  networks,  states,  to  address  outstanding 
problems  and  to  further  improve  the  quality  of  care  and  service 
that  is  being  delivered.  We  believe  that  we  can  do  more  by  focus- 
sing on  the  patient's  entire  experience  with  dialysis  and  creating 
a  culture  of  continuous  quality  improvement  throughout  the  dialy- 
sis community. 

Some  of  our  efforts  we  already  have  in  place  will  help.  Perhaps 
the  most  important,  as  Senator  Breaux  has  mentioned,  is  securing 
the  funding  for  more  surveys.  The  president's  budget  in  2001  pro- 
poses a  tripling  of  the  budget  from  $2.2  to  $6.3  million  for  surveys. 
This  would  allow  us  to  increase  the  number  of  facilities  surveyed 
from  15  percent  a  year  to  well  over  33  percent  a  year.  We  look  for- 
ward to  working  with  this  committee  on  securing  that  much-needed 
funding. 

Also  critical  to  our  efforts  to  improve  responses  to  beneficiary 
complaints.  The  complaint  system,  as  you  have  heard  today,  needs 
to  be  easier  to  use  and  more  responsive  to  patients.  It  should  be 
more  manageable  and  integi'ated  both  into  the  network  process  and 
the  survey  process.  We  have  already  developed  a  system  for  net- 
work reporting  of  standardized  complaint  information  in  an  elec- 
tronic system  and  this  is  the  first  step  toward  tracking  and  being 
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more  responsive.  Finally,  we  are  working  with  the  Networks  and 
state  surveyors  to  better  integrate  their  responses  to  complaints. 

We  will  also  work  with  the  Networks  and  state  survey  agencies 
overall  to  coordinate  their  efforts.  We  have  asked  the  Networks  to 
share  information  and  data  that  they  discover  to  the  States  and  we 
will  be  soon  asking  state  sui*vey  agencies  likewise  to  share  informa- 
tion that  they  receive  from  the  state  survey  process  to  the  Net- 
works. 

We  are  in  the  process  of  developing  new  rules  to  strengthen  qual- 
ity requirements  for  dialysis  centers  and  also,  as  Dr.  Owen  recog- 
nized, we  are  developing  new  measures  and  advanced  measure- 
ments to  measure  the  quality  of  care  in  dialysis  centers,  including 
patient  satisfaction  instruments. 

We  plan  to  collect  these  measures  on  all  patients  from  all  provid- 
ers over  the  next  coming  years  and  then  certainly  we  plan  to  in- 
tend to  publish  whatever  information  we  have  regarding  facility- 
specific  performance  as  soon  as  we  can. 

In  particular,  by  the  end  of  this  year  we  will  be  previewing,  simi- 
lar to  our  nursing  home  compare  website,  another  website  for  dial- 
ysis facilities.  That  will  be  up  by  the  end  of  this  year  and  it  would 
include  some  of  the  information  that  we  currently  have,  which  is 
the  percentage  of  patients  who  have  anemia,  the  anemia  has  been 
corrected,  the  adequacy  of  dialysis  and  standardized  mortality 
rates. 

We  obviously,  as  new  information  becomes  available,  agree  with 
the  committee  that  more  information  to  the  public  will  help  in 
making  informed  decisions  with  regard  to  choosing  dialysis  facili- 
ties. 

Finally,  with  regard  to  increased  payment  for  out-patient  dialy- 
sis, in  the  president's  2001  budget  request,  as  recommended  by  the 
Medicare  Payment  Advisory  Committee,  he  has  also  proposed  to  in- 
crease the  rates  another  1.2  percent  for  the  next  year.  This  would 
actually  be  a  total  increase  of  3.6  percent  over  the  last  2  years.  We 
look  forward  to  working  with  the  Congress  to  secure  this  funding. 

Thank  you  again.  Chairman  Grassley,  for  holding  this  hearing 
and  I  am  happy  to  answer  any  of  your  questions. 

[The  prepared  statement  of  Dr.  Kang  follows:] 
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TESTIMOW  OF 
JEFFREY  KWG,  M.D..  DIRECTOR 
OFFICE  OF  CLINICAL  STANDARDS  AND  QUALITY 
HEALTH  CARE  FINANCING  ADMINISTRATION 

on  the 

MEDICARE  END  STAGE  RENAL  DISEASE  PROGRAM 

before  the 

SENATE  SPECLAL  COMMITTEE  ON  AGLNG 
June  26.  2000 

Chairman  Grassley.  Senator  Breaux,  distinguished  Committee  members,  thank  you  for  inv  iting  us 
to  discuss  our  progress  in  improving  the  quality  of  care  in  Medicare's  End  Stage  Renal  Disease 
(ESRD)  program.  We  would  also  like  to  thank  the  General  Accounting  Office  and  HHS 
Inspector  General  for  their  assessments  and  assistance  in  this  area,  as  well. 

We  are  working  diligently,  in  partnership  with  the  dialysis  community,  to  improve  the  quality  of 
care  provided  to  Medicare  End  Stage  Renal  Disease  beneficiaries,  and  we  have  had  measurable 
success.  Between  1993  and  1998  the  percentage  of  ESRD  patients  with  adequate  red  blood  cell 
(hematocrit)  levels  increased  ft"om  46  to  83  percent,  while  the  percentage  of  patients  recei\'ing 
adequate  dialysis  increased  ft'om  43  to  74  percent.  .And,  between  1990  and  1997,  the  overall  one 
year  mortality  rates  ^or  dialysis  patients  declined  from  24  9  deaths  per  100  patient  years  to  22.8. 

We  are  committed  to  working  with  States  and  the  End  Stage  Renal  Disease  Networks  to  make 
further  improvements  and  target  weak  performing  dialysis  facilities.  We  are  testing  more 
advanced  measurements  of  the  quality  of  care  provided  in  dialysis  centers.  We  are  developing 
new  rules  to  strengthen  quality  requirements  for  dialysis  centers.  And  we  are  developing  facility- 
specific  data  that  will  help  consumers  make  informed  choices,  help  facilities  identify  areas  in 
which  they  need  to  make  improvements,  and  help  surveyors  target  oversight  efforts. 

We  also  want  to  decrease  the  time  between  surveys  of  dialysis  facilities,  from  every  six  years  to 
every  three  years,  so  we  can  better  monitor  the  quality  of  care.  To  do  so,  the  President's  fiscal 
2001  budget  would  increase  funding  for  surveys  fi-om  $2.2  million  to  $6.3  million.  And  we  look 
forward  to  working  with  you  to  secure  this  much-needed^  revenue. 
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We  also  want  to  increase  payment  for  outpatient  dialysis,  which  until  this  year  had  not  been 
updated  since  1991 .  For  the  past  several  years,  the  Medicare  Payment  Advisory  Commission 
(MedPAC)  has  recommended  updating  the  rates  to  reflect  the  increasing  acuity  of  patients  and 
cost  of  services.  The  Balanced  Budget  Refinement  Act  of  1 999  went  part  of  the  way  by 
increasing  the  rates  1 .2  percent  in  2000  and  another  1 .2  percent  in  2001 .  The  President  is 
proposing  to  fully  comply  with  MedPAC  recommendations  and  increase  the  rates  another  1 .2 
percent  for  2001 .  We  look  forward  to  working  with  you  to  secure  this  funding,  as  well. 


BACKGROUND  l 

The  Medicare  statute  was  amended  in  1972  to  specifically  authorize  coverage  for  individuals  with 
diabetes,  hypertension  or  other  diseases  that  result  in  severe  impairment  of  kidney  function  known 
as  ESRD,  beginning  in  1973.  Since  then,  Medicare  has  paid  for  some  $126  billion  worth  of 
services  for  a  total  of  more  than  one  million  ESRD  patients.  The  number  of  patients  served  has 
grown  steadily  and  there  are  now  over  300,000  Medicare  ESRD  beneficiaries.  The  program  is 
projected  to  pay  out  $15.3  billion  in  ESRD-related  benefits  this  year,  some  $5  billion  of  which  will 
go  to  nearly  4,000  dialysis  providers,  with  58,248  approved  outpatient  stations  providing  dialysis 
treatment.  _ 

The  Medicare  ESRD  benefit  specifically  includes  coverage  for  kidney  transplantation.  Mortality 
rates  are  50  percent  lower  for  ESRD  patients  who  receive  a  kidney  transplant  versus  those  who 
remain  on  dialysis,  according  to  the  United  States  Renal  Data  System.  The  1-year  graft  survival 
rate  for  living  donor  transplants  increased  from  88.8  percent  in  1988  to  93.9  percent  in  1996, 
according  to  a  recent  paper  in  the  New  England  Journal  of  Medicine.  For  cadaveric  transplants, 
the  1-year  graft  survival  rates  increased  from  75.7  percent  in  1988  to  87.7  percent  in  1996. 
Transplantation  also  eliminates  the  need  to  be  dialyzed  three  times  per  week  for  three  to  four 
hours  at  a  time,  and  the  common  adverse  side  effects  of  dialysis  such  as  fatigue,  loss  of  appetite, 
and  problems  with  the  vascular  access  site  such  as  infection,  clotting,  and  stenosis.  Medicare  has 
paid  for  a  total  of  136,000  kidney  transplants  since  1973,  and  expects  to  cover  8,500  this  year. 
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Congress,  in  19"S.  established  the  ESRD  Xervvork  Organizations  Program  to  pro\ide 
coordination  and  guidance,  and  assure  effective  and  efficient  administration  of  the  Medicare  renal 
disease  benefits.  ESRD  Network  responsibilities  include. 

•  Promoting  criteria  and  standards  for  qualitv-  and  appropriateness  of  care; 

•  Encouraging  the  use  of  treatment  settings  that  are  compatible  with  patients'  successflil 
rehabilitation; 

•  Recei\ing,  e\aluating,  and  resolving  grievances  involving  ESRD  patient  care  and  or 
services;  and 

•  Establishing  a  Network  Council  and  Medical  Review  Board  to  represent  area  dialysis 
facilities. 

This  program  was  recodified  in  1986  when  Congress  redefined  ESRD  Network  areas.  Funding 
for  the  ESRD  Networks  comes  from  withholding  50  cents  per  patient  per  dialysis  treatment  from 
pa>"ments  to  dialysis  facilities.  There  are  currently  18  ESRD  Network  Organization  areas,  and 
fiscal  2000  ESRD  Network  funding  is  SI 7  million. 

We  regularly  communicate  with  and  visit  ESRD  Networks  to  monitor  and  assist  them  in  their 
duties.  The>'  submit  formal  reports  to  us  quarterly,  and  w  e  conduct  annual  conferences  with  the 
Forum  of  ESRD  Networks  to  discuss  their  activities  and  issues.  We  now  have  new  contracts  with 
these  Networks,  which  become  effective  July  1,  2000,  that  are  designed  to  help  us  promote  a 
more  uniform  process  for  oversight  and  reporting  of  Network  activities  across  regions. 

The  ESRD  Network  Organizations  provide  a  collegial  approach  to  helping  ESRD  care  providers, 
with  a  focus  on  education  to  improve  qualitv-.  State  survey  agencies  also  plav  a  cntical  role  in 
qualitv"  assurance  and  improvement  by  conducting  inspections  to  verifv-  that  minimum  qualitv  and 
performance  standards  are  being  met. 
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Improving  Quality 

Improving  the  quality  of  care  delivered  to  ESRD  beneficiaries  is  a  high  priority  for  us.  Beginning 
in  1994,  we  took  a  leadership  role  in  developing  clinical  indicators  to  assess  the  quality  of  care  for 
dialysis  patients.  Through  the  ESRD  Networks,  we  collect  measurements  each  year  that  indicate 
the  quality  of  clinical  care  provided  on  a  national  sample  of  dialysis  patients.  These  measures, 
which  focus  on  issues  such  as  the  adequacy  of  dialysis  and  anemia  management,  indicate  whether 
patients  are  receiving  appropriate  care. 

The  data  on  these  measures  are  detailed  in  an  annual  report  that  we  disseminate  to  all  dialysis 
providers  in  order  to  help  them  identify  opportunities  for  improvement.  Using  this  national 
sampling  approach,  we  have  been  able  to  document  improvement  every  year  since  1994  in  the 
number  of  dialysis  patients  receiving  appropriate  care. 

We  now  are  working  to  learn  the  rate  at  which  each  individual  dialysis  center  is  providing 
appropriate  care  By  next  year,  we  plan  to  collect  these  measures  on  all  patients  from  all 
providers.  This  will  enable  us  to  assess  each  facility's  care,  help  each  facility  address  any  specific 
weaknesses  it  may  have,  and  share  findings  with  the  public.  We  are  developing  a  system  for 
dialysis  facilities  to  collect  and  report  these  data  electronically,  and  expect  to  begin  testing  this 
electronic  system  later  this  year.  .  ■  ' 

We  also  are  getting  ready  to  begin  using  16  additional  clinical  performance  measures,  as 
mandated  by  the  Balanced  Budget  Act  (BBA)  of  1997.  These  measures  have  been  developed  and 
were  pilot  tested  last  year  by  ESRD  Networks  using  a  national  sample  of  dialysis  patients.  They 
will  be  collected  this  year,  both  on  a  national  sample  of  patients  for  quality  improvement 
purposes,  and  on  a  all  patients  from  a  sample  of  dialysis  facilities,  through  the  electronic  reporting 
system  that  we  are  testing. 
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In  another  quality  improvement  initiative,  the  National  .\nemia  Cooperative  Project,  our  ESRD 
Networks  have  worked  with  dialysis  providers  to  improve  the  management  of  anemia  in  dialysis 
patients.  Its  goals  were  to  decrease  the  proportion  of  patients  with  dangerously  low  hematocrit 
levels  (less  than  3 1  percent),  and  to  educate  dialysis  providers  on  how  to  use  quality  improvement 
techniques.  The  project  involved  development  of  tools  such  as  a  quality  improvement  project 
guide  book  and  an  algorithm  for  determining  appropriate  steps  in  anemia  treatment.  Between 
1996,  when  the  project  was  implemented  nationally,  and  1998,  the  percentage  of  patients  with 
hematocrit  levels  greater  than  30  increased  from  72  percent  to  83  percent. 

Guarding  Hemodialyzer  Safety 

A  key  area  where  we  want  to  foster  further  improvement  is  in  the  reuse  of  hemodialyzers.  This 
long-standing  practice  is  specifically  addressed  in  our  current  conditions  of  coverage  for  dialysis 
centers,  which  mandate  compliance  with  comprehensive  guidelines  issued  by  the  Association  for 
the  Advancement  of  Medical  Instrumentation.  These  extensive  guidelines  address  aspects  of  safe 
hemodialyzer  reuse,  such  as  personnel  training,  infection  control,  and  equipment  maintenance. 
The  guidelines  specifically  state  that,  "A  decision  to  reprocess  hemodialyzers  should  be  made  by  a 
physician  knowledgeable  about  reprocessing  and  its  medical  and  economic  implications,"  and  they 
mandate  that  patients  be  fully  informed  about  reuse  of  dialyzers. 

Because  this  is  such  a  critical  patient  safety  issue,  we  plan  to  propose  that  each  dialysis  facility  be 
required  to  incorporate  its  reuse  program  into  its  overall  qualit>'  assurance  and  performance 
improvement  program.  We  also  believe  additional  funding  for  enforcement  surveys  and  for 
Network  quality  improvement  initiatives  would  help  to  ensure  the  industry  remains  in  compliance 
with  the  guidelines. 

Strengthening  Conditions  of  Coverage 

Revising  our  conditions  of  coverage  for  dialysis  centers  is  a  key  part  of  our  plans  to  further 
strengthen  our  ability  to  improve  the  quality  of  ESRD  care.  Dialysis  centers  must  meet  these 
conditions  in  order  to  bill  Medicare  and  Medicaid. 
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We  are  trying  to  accomplish  several  things  in  the  new  conditions.  We  want  to: 

•  Encourage  the  dialysis  industry  to  work  toward  continuous  quality  improvement  through 
systems  change; 

•  Monitor  and  improve  patients'  entire  experience  with  dialysis; 

•  :       Implement  the  BBA  requirement  to  monitor  the  quality  of  care  in  dialysis  facilities; 

•  Capitalize  on  recent  improvements  in  data  collection  and  reporting  that  we  developed  in 
cooperation  with  the  ESRD  Networks; 

•  Incorporate  clinical  advances  created  by  the  National  Kidney  Foundation's  Kidney  Disease 
Outcomes  Quality  Initiative  on  adequacy,  nutrition,  vascular  access,  anemia,  etc.,  and 

•  Incorporate  the  latest  advances  in  infection  control  from  the  Centers  for  Disease  Control. 

The  proposed  conditions  would:  -  ^ 

•  Require  facilities  to  collect  and  report  the  performance  measures  discussed  above,  and 
other  measures  which  may  include  data  on  patient  satisfaction; 

•  Establish  minimum  performance  standards  for  clinical  outcomes  such  as  adequacy  of 
dialysis,  nutritional  status,  and  anemia  management,  and  require  facilities  that  fail  to  meet 
these  minimum  criteria  to  take  corrective  actions; 

•  Hold  facilities'  governing  bodies  accountable  for  developing  and  monitoring  data-driven 
quality  assessment  and  improvement  programs  designed  to  ensure  that  quality  issues  are 
addressed  prospectively,  rather  than  waiting  for  problems  to  develop  and  be  detected 
before  addressing  them,  and 

•  Increase  the  emphasis  on  specific  health  and  safety  standards,  such  as  water  quality  and 
infection  control. 

We  expect  to  publish  these  proposed  new  conditions  of  coverage  next  year,  and  will  then  accept 
and  consider  public  comments  before  issuing  a  final  regulation. 
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Improving  Senvork  and  Stare  Sun-eyor  Accoumahilin- 

W  e  are  working  lo  improve  ihe  performance  and  accouniabilirv"  of  ESRD  Networks  and  state 
surv  ey  agencies    For  ESRD  \er^\  orks.  we  want  to  develop  performance-based  contracts,  which 
tie  contract  renewal,  as  well  as  bonus  pa>"ments.  to  hou  well  the  Network  does  in  meeting 
specific  targets.  For  ESRD  Networks,  these  targets  would  likely  focus  on  use  of  standardized 
performance  data  to  improve  the  o\  erall  clinical  performance  of  dialysis  facilities,  use  of 
complaints  as  a  quality"  safeguard,  and  ensuring  that  poor  performers  meet  minimum  standards  of 
care. 

Meanwhile,  we  ha\  e  made  seseral  improvements  to  the  ESRD  sur\  ey  process  The  5un  e> 
process  and  manuals  ha\e  been  re\-ised  to  focus  on  the  critical  safety  and  health  areas  in  a  dialysis 
faciht>'.  i  e..  infection  control,  water  quality,  reuse  of  hemodialyzers  and  other  dialysis  supplies, 
and  the  physical  en\ironment  in  the  facihty.  The  basic  and  ad\  anced  sur\  eyor  training  for  State 
agenc>'  surveyors  has  been  impro\  ed  and  standardized. 

To  further  improx  e  the  State  sun.  ey  process,  w  e  are  developing  facilitv  -specific  profiles  to  help 
State  survey  agencies  focus  their  limited  budget  dollars.  These  repons  will  profile  dialysis  centers 
by  a  variety  of  measures  that  indicate  w  hether  a  facility  may  have  qualit>-  problems  and  w  arrants  a 
closer  look.  These  profiles  are  being  pilot  tested  in  seven  states  this  summer  and  w  e  hope  to 
make  them  available  nationwide  by  next  year. 

We  also  want  to  increase  on-site  o\  ersight  of  State  surv  eyor  actis  ities  by  e.xplonng  the  possibility 
of  conducting  more  observ  ational  5ur\  eys  in  which  our  staff  or  a  contractor  accompany  State 
surveyors  during  their  inspections  to  assess  their  effectiveness  W'e  also  want  to  increase  the 
effectiveness  and  efficiency  of  State  surv  eyors  by  providing  them  with  more  data  w  hich  they  can 
use  to  foster  qualit\-  improvement  We  are  revising  the  guidelines  that  State  sur\  e>  agencies  use 
to  reinforce  the  accountabilit)'  of  dialysis  facility  medical  directors  for  patient  care.  We  will 
explore  greater  use  of  the  Internet  to  publish  survey  results.  .\nd  we  will  provide  more 
information  to  the  public  about  State  surv  ey  agencies. 
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And,  as  mentioned  above,  we  want  to  decrease  the  time  between  surveys  of  dialysis  facilities, 
from  every  six  years  to  every  three  years,  so  we  can  better  monitor  the  quality  of  care.  To  do  so, 
the  President's  fiscal  2001  budget  would  increase  funding  for  surveys  from  $2  2  million  to  $6.3 
million.  We  believe  this  would  be  money  well  spent,  with  a  direct  impact  on  the  quality  of  patient 
care 

Improving  Beneficiary  Information 

As  mentioned  above,  we  are  planning  to  share  with  the  public  the  information  that  we  will  be 
gathering  about  the  quality  of  care  provided  at  each  dialysis  facility.  We  will  do  so  through  a  new 
Internet  site  that,  like  our  Nursing  Home  Compare  website,  will  help  consumers  make  informed 
decisions  when  seeking  care.  We  plan  to  preview  the  site  later  this  year  with  data  we  now  have 
available  to  us,  such  as  the  type  of  treatments  offered  at  each  facility,  the  number  of  hemodialysis 
stations,  the  percentage  of  patients  who  receive  adequate  dialysis,  the  percentage  whose  anemia 
has  been  corrected,  and  the  actual  versus  expected  patient  survival  rate  We  will  add  additional 
information  as  it  becomes  available  to  us  and  as  we  ensure  that  appropriate  privacy  concerns  are 
addressed. 

We  also  want  to  increase  consumer  awareness  of  the  role  and  activities  of  ESRD  Networks  and 
State  survey  agencies.  We  will  do  so  through  the  new  Internet  site,  a  new  information  packet  for 
patients,  and  brochures  for  distribution  at  dialysis  facilities,  health  fairs,  and  other  sites. 

Meanwhile,  last  year  we  updated  our  ESRD  beneficiary  brochure  which  stresses  the  importance 
of  receiving  adequate  dialysis  treatments  and  what  patients  can  do  to  improve  their  adequacy 
measures.  It  has  been  distributed  to  all  dialysis  facilities  and  patients  and  can  be  found  on  our 
www.medicare.gov  website. 
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Improving  Responses  to  Complaints 

We  are  working  to  improve  responses  to  beneficiary  complaints  about  ESRD  facilities.  We  agree 
that  the  eight  elements  identified  by  the  HHS  Inspector  General  for  an  effective  complaint  system 
~  accessibility,  objectix  ity,  investigative  capacity,  timeliness,  responsiveness,  enforcement 
authority  and  follow-up,  improvement  orientation,  and  public  accountability  —  are  essential. 

We  have  a  workgroup  examining  how  to  ensure  that  all  of  these  are  addressed  as  we  strengthen 
the  complaint  resolution  process  and  alternative  dispute  resolution  processes  that  now  exist.  Our 
goal  is  to  make  the  system  easier  and  more  responsive  to  patients,  and  more  manageable  and 
integrated  for  ESRD  Networks  and  State  survey  agencies. 

We  have  already  developed  a  system  for  Network  reporting  of  standardized  complaint 
information  that  is  the  first  step  toward  an  electronic  system  for  reporting  and  tracking  responses 
to  complaints.  We  will  develop  pilot  projects  to  explore  ways  in  which  ESRD  Networks  and 
State  surveyors  can  better  integrate  their  responses  to  complaints,  and  we  will  establish  guidelines 
for  building  a  more  cooperative  relationship  between  Networks  and  States.  We  also  want  to 
strengthen  procedures  for  anonymous  complaints  to  address  the  potential  for  retaliation  against 
patients. 

Expanding  Beneficiary  Options 

To  further  increase  options  for  ESRD  beneficiaries,  we  are  conducting  a  demonstration  project 
involving  Medicare+Choice  HMOs  Current  law  bars  ESRD  beneficiaries  ft-om  enrolling  in 
Medicare+Choice  plans,  although  they  may  remain  in  one  if  they  develop  ESRD  after  enrollment. 
As  of  1998  there  were  some  18,500  ESRD  beneficiaries  in  Medicare+Choice  plans,  and  studies 
show  that  their  dialysis  care,  access  to  transplantation,  and  mortality  rates  were  no  different  than 
for  fee-for-service  beneficiaries. 
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Our  demonstration,  being  done  with  three  HMOs  (Kaiser-Permanente  in  Southern  California, 
Health  Options  in  South  Florida,  and  Xantus  Healthcare),  is  testing. 

•  Year-round  open  enrollment  for  ESRD  beneficiaries; 

•  Adjusting  payment  for  age,  treatment  status  (dialysis,  transplant  episode,  or  functioning 
graft)  and  morbidity,  and 

•  Extra  benefits  uniquely  of  interest  to  the  ESRD  patient. 

This  test  is  expected  to  conclude  in  September  2001,  with  independent  evaluation  due  by  June 
2002.  However,  since  plans  do  provide  comparable  care  for  ESRD  beneficiaries,  the 
Administration  would  support  legislation  to  remove  the  restriction  on  enrollment  now. 

CONCLUSION 

We  have  made  substantial  improvements  in  the  care  provided  to  Medicare  ESRD  beneficiaries, 
and  are  committed  to  making  further  strides.  We  believe  we  can  do  so  by  focusing  on  the 
patient's  entire  experience  with  dialysis  and  creating  a  culture  of  continuous  quality  improvement 
throughout  the  dialysis  community.  Expanding  and  improving  the  information  available  to 
consumers  on  the  quality  of  care  in  dialysis  centers  should  also  help  to  foster  renewed  attention  to 
providing  high  quality  service  that  meets  beneficiary  needs.  Strengthening  the  role  of  ESRD 
Networks  and  State  survey  agencies,  especially  by  securing  funds  for  more  frequent  surveys  as 
proposed  in  the  President's  budget,  is  critical.  And  increasing  payments  to  reflect  increasing  costs 
and  patient  acuity,  as  the  President  is  proposing,  is  also  essential  to  ensure  high  quality.  I  thank 
you  again  for  holding  this  hearing,  and  I  am  happy  to  answer  your  questions,  ^ 

#  #  # 
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The  Chairman.  I  am  going  to  direct  my  first  question  to  you,  Dr. 
Kang,  but  I  want  Dr.  Owen  to  listen  because  I  would  like  to  ask 
his  reaction. 

In  May,  the  Health  Care  Financing  Administration  provided  re- 
sponses to  questions  from  the  committee.  The  letter  stated  that  pa- 
tients with  adequate  blood  cell  levels  increased  between  1993  and 
1998  fi*om  46  percent  to  83  percent.  In  addition,  the  letter  said  that 
the  patients  receiving  adequate  dialysis  increased  fi:-om  43  percent 
to  74  percent. 

What  exactly  is  it  that  prevents  all  patients  fi^om  having  ade- 
quate blood  cell  levels  and  adequate  dialysis? 

Dr.  Kang.  With  regard  to  dialysis,  there  is  a  tradeoff  because,  as 
you  have  heard  from  previous  testimony,  patients  have  to  be  en- 
couraged to  be  on  the  machines  as  long  as  possible.  I  think  that 
this  is  a  matter  of  education  of  providers,  of  facilities  and  bene- 
ficiaries. And  I  think  that  since  the  technology  is  with  us,  we  are 
going  to  continue  to  work  on  that  and  there  is  no  particular  reason 
why  we  cannot  continue  to  improve  the  adequacy  of  dialysis  rates 
and  anemia  management. 

So  this  is  just  a  matter  of  continuous  quality  improvement  and 
the  trends  continue  to  show  improvement. 

The  Chairman.  Quality  improvement  in  the  procedure  or  in  the 
education  of  the  patients  to  stay  on  the  process  longer? 

Dr.  Kang.  Well,  I  do  not  want  to  blame  the  patients  because  this 
is  a  very  complicated  issue.  I  think  it  is  patients,  facilities,  provid- 
ers in  the  process,  so  it  is  multi-factorial  and  we  need  to  be  work- 
ing on  all  angles. 

The  Chairman.  Now  Dr.  Owen. 

Dr.  Owen.  It  is  actually  both.  It  is  patient- specific  as  well  as  pro- 
vider-specific. I  am  going  to  start  with  the  providers. 

The  achievement  of  the  appropriate  benchmarks  were  resJly  gen- 
erated in  the  context  of  the  Dialysis  Outcomes  Quality  Initiative  by 
the  NKF  for  anemia,  in  hemodialysis  adequacy  by  the  RPA  and 
then  followed  by  the  NKF.  That  represented  the  first  time  that 
there  was  a  statement  of  minimum  benchmarks. 

The  reality  is  that  new  medical  knowledge  has  got  to  be  dissemi- 
nated and  that  dissemination  is  occurring  and  that  is  why  you  are 
seeing  a  secular  trend  of  improvement. 

However,  addressing  your  question  specifically,  will  we  ever  see 
every  patient  who  has  end  stage  renal  disease  have  their  anemia 
corrected  and  their  hemodialysis  dose  appropriate?  No,  and  there 
are  medical  reasons  for  that.  The  medical  reason  for  anemia  is  that 
there  are  processes  that  keep  some  patients  from  responding  ade- 
quately to  erythropoietin  and  then  there  are  complications  associ- 
ated with  dialysis  which  will  cause  them  to  lose  blood. 

In  terms  of  hemodialysis  adequacy,  there  is  the  issue  of  shared 
decisionmaking  and  that  is  the  issue  of  patient  choice.  There  are 
some  patients  who  just  simply  say,  "Dr.  Owen,  I  don't  care  what 
you  tell  me  the  consequences  of  my  treatment  are;  I  don't  want  to 
stay  that  length  of  time"  and  I  respect  that  decision.  I  might  dis- 
agree with  it  but  I  respect  it  and  that  is  shared  decisionmaking. 

And  then  last,  there  are  biological  variables  in  there  that  are  a 
real  confounder.  There  are  certain  populations  of  patients  where 
even  with  the  technology  that  we  have  for  dialysis  now,  which  is 
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really  pretty  substantially  improved — my  mom  was  on  dialysis  20 
years  ago,  so  I  have  lived  with  this  a  long  time,  guys — there  are 
still  certain  patients,  particularly  very  young,  large  patients,  where 
even  within  a  4y2  to  5-hour  treatment,  I  cannot  give  them  ade- 
quate dialysis.  What  do  I  do?  Urge  them  to  come  back  a  fourth 
time  a  week.  In  that  circumstance,  the  patients  will  sometimes  say, 
"Yeah,  Dr.  Owen,  that's  fine,"  and  others  will  say  no. 

But  I  agree  with  you  in  terms  of  the  context  of  the  question.  We 
certainly  should  strive.  The  bar  should  be  set  at  100  percent  be- 
cause if  it  is  not,  we  are  never  going  to  achieve  the  maximum  that 
we  would  like  to  achieve. 

The  Chairman.  Dr.  Wish,  we  had  the  inspector  general  tell  us 
that  HCFA  does  not  require  the  collection  of  a  core  set  of  facility- 
specific  clinical  performance  measures  and  without  such  data,  how 
can  the  network  identify  poorly  performing  facilities? 

Dr.  Wish.  Well,  each  Network  has  a  data  collection  infi^astruc- 
ture  right  now  that  varies  and  there  is  going  to  be  a  standardiza- 
tion of  this  infrastructure  evolving  over  the  next  year  or  so,  which 
has  been  called  the  VISION  project.  It  is  an  acronjnn  for  the  Vital 
Information  System  for  Improvement  of  Outcomes  in  Nephrology. 
That  is  a  st£indardized  data  collection  system  that  is  going  to  link 
every  facility  with  its  respective  Network  so  that  facility-specific 
data  can  be  collected  periodically  from  each  of  the  facilities  and 
each  facility  can  be  fed  back  its  profile  with  regional  comparatives. 

This  will  have  two  effects.  One  is  that  it  will  support  facility- 
based  quality  improvement  programs  because  we  presume  each  fa- 
cility will  want  to  improve.  As  this  data  is  publicly  released,  each 
facility  is  going  to  want  to  look  better  and  look  better  in  compari- 
son to  its  competitors.  But  it  will  also  allow  the  Networks,  which 
house  this  data,  to  target  the  poor  performing  facilities  for  specific 
intervention  activities. 

Unfortunately,  that  data  structure  is  not  yet  available.  It  is 
evolving. 

The  Chairman.  Dr,  Owen,  why  are  dialyzers  being  reused?  Do 
they  need  to  be  reused?  And  does  the  reuse  have  any  clinical  value 
or  is  it  simply  a  cost  issue? 

Dr.  Owen.  I  am  going  to  start  with  your  last  question  to  frame 
the  context  of  the  first  two  that  you  posed. 

Historically,  it  was  of  some  benefit  when  the  first  generation  of 
dialyzers  were  produced.  People  used  to  actually  get  sick  and  the 
patients  could  appreciate  when  you  hung  a  new  dialyzer.  They  felt 
badly.  On  the  other  hand,  when  the  dialyzer  was  reused,  it  would 
get  coated  with  proteins,  as  you  heard  the  doctor  comment  about, 
and  the  patient  felt  better  because  the  dialyzer  was  coated  with 
their  own  proteins. 

However,  the  dialyzer  technology  has  improved,  so  we  now  have 
dialyzers  that  are  much  more  compatible  with  the  individual  in 
terms  of  the  way  they  feel  and  some  of  the  blood  tests  that  we  use 
to  show  an  interaction. 

I  would  say  right  now,  in  fairness,  that  the  reason  dialyzers  are 
reused  is  an  economic  constraint  in  that  obviously  if  I  reuse  a  dia- 
lyzer, I  have  saved  on  the  cost  of  introducing  a  new  dialyzer. 

The  real  fancy  dialyzers,  the  real  high  efficiency  dialyzers  that 
remove  beta-2  microglobulin  that  you  heard  the  doctor  mention  or 
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that  had  better  improved  removal  of  phosphorus  cost  substantially 
more.  To  get  better  quality  with  a  dialyzer,  you  pay  more.  And  as 
I  understand  it.  and  I  just  do  not  do  dialysis  unit  economics,  the 
economics  are  such  that  to  introduce  a  new  very  high  efficiency  bio- 
compatible dialyzer  on  each  occasion,  which  as  I  understand  it  can 
cost  about  $40,  is  a  pretty  substantial  cost  of  the  amount  of  money 
that  is  available  as  one  single  pot  of  money  to  provide  the  full 
course  of  care  for  a  dialysis  patient. 

Recognizing  that,  the  RPA  said,  OK,  let's  live  with  dialyzer  reuse 
as  a  reality  but,  on  the  other  hand,  let's  first  of  all  define  really 
specific  minimal  criteria  for  how  a  dialyzer  should  be  introduced 
back  to  a  patient,  which  we  had  done. 

Second,  we  have  to  recognize  the  issue  of  patient  safety,  which 
you  heard  raised  in  several  different  contexts  here.  Many  of  the 
same  risk  factors  for  patient  safety  that  you  heard  about  in  hos- 
pitals exist  in  dialysis  units,  as  well,  which  is  why  the  RPA  is 
working  with  the  National  Patient  Safety  Foundation  to  address 
that. 

And  third,  I  hope  the  dialysis  industry  continues  to  evolve  to 
generate  a  dialyzer  that  is  going  to  be  of  relatively  lower  cost  and 
allow  me  to  give  my  patient  what  I  think  he  or  she  needs  and  I 
can  give  them  a  new  dialyzer  each  time.  I  think  most  of  us  would 
prefer  to  do  that. 

The  Chairman.  Senator  Breaux. 

Senator  BREA.UX.  I  thank  the  panel  very  much  for  your  assistance 
in  helping  us  understand  where  we  are  with  this  industry.  What 
I  £Lm  getting  is  a  couple  of  things.  No.  1,  if  you  do  not  inspect  them, 
Dr.  Kang,  often  enough — once  every  6  years  is  too  infrequent  an  in- 
spection program,  particularly  when  you  are  trying  to  get  it  down 
to  three  and  you  see  Ohio,  one  state,  going  down  to  one  year.  So 
6  years  between  inspections — I  mean,  the  whole  technology 
changes;  probably  a  lot  sooner  than  that.  So  it  is  almost  ludicrous 
to  say  we  are  going  to  check  these  facilities  once  every  6  years. 
That  is  not  getting  the  job  done  and  I  am  happy  to  hear  that  HCFA 
is  trying  to  get  more  funding  to  do  a  better  job  and  more  frequent 
inspections. 

The  second  thing  is  that  when  we  find  a  problem  exists,  we  do 
not  have  the  tools  we  really  need  short  of  decertification  and 
yanking  the  license.  We  have  to  do  more  inspections  and  we  have 
to  have  some  penalties  that  are  monetary,  I  would  imagine,  that 
would  encourage  people  to  do  what  is  right  and  what  is  necessary. 

I  note  that  you,  on  your  first  page,  say  that  you  are  developing 
new  rules  to  strengthen  quality  requirements  for  the  dialysis  cen- 
ters. What  is  the  timing  on  this?  When  can  we  expect  the  new 
rules  and  basically  what  are  they  going  to  say? 

Dr.  Kang.  This  is  what  is  called  conditions  of  coverage  and  we 
would  propose  those  regulations  for  publication  in  early  2001.  In 
those  rules  we  are  interested  in  much  of  what  the  GAO  or  Inspec- 
tor General's  Office  has  said,  to  have  stronger  protections  around 
patient  accountability  or  facility  accountability,  strengthen  the  role 
of  the  medical  director,  mandate  the  reporting  of  standardized  per- 
formance measures  to  the  secretary  for  public  information  pur- 
poses. 
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So  it  is  those  sorts  of  things  that  would  be  in  a  proposed  regula- 
tion to  try  to  

Senator  Breaux.  Of  course,  the  regulations  can  be  wonderful  but 
if  we  do  not  have  an  opportunity  to  inspect  to  see  if  they  are  being 
followed,  they  will  really  be  worthless  if  we  do  not  do  the  follow- 
up,  which  is  very  important. 

I  get  from  Dr.  Bays,  who  testified  on  the  first  panel,  that  he 
thought  all  this,  the  reporting  and  everything  else,  was  sort  of  a 
joke  and  he  did  not  really  think  that  it  was  being  handled  very 
well  because  it  is  self-reporting,  Mr.  Bahr  and  Dr.  Owen.  I  got  from 
Dr.  Bays  that  these  people  are  going  to  file  their  own  reports  on 
how  well  they  are  doing  and  most  of  the  times  they  are  going  to 
say  they  are  doing  pretty  well. 

Is  there  a  way  to  improve  that?  I  think  he  makes  a  point  when 
he  brought  that  opinion  to  the  committee. 

Mr.  Bahr.  And  I  think  that  probably  was  true.  I  think  more  than 
not,  Dr.  Wish  has  pointed  out  what  we  are  trying  to  do  with  the 
Forum  and  the  networks,  sending  out  specific  data.  There  is  data 
collection  that  we  have  to  not  only  report  and  say,  "This  is  our  ade- 
quacy for  this  time  period;"  specifically  they  are  coming  back  with 
data  sheets  asking  you  directly,  patient  X,  what  are  the  lab  values? 
How  did  you  derive  this?  What  timeframe?  Very  specific  questions. 

Senator  Breaux.  What  about  when  something  goes  wrong  in  one 
of  the  facilities?  Is  that  included  on  those  charts?  Or  is  it  just  num- 
bers about  

Mr.  Bahr.  Currently,  the  data  collection,  no. 

Senator  Breaux.  Fm  sorry.  No? 

Mr.  Bahr.  The  data  collection,  does  not  include  what  went  wrong 
at  a  facility. 

Senator  Breaux.  So  you  have  a  lot  of  data  and  numbers  on  the 
patients,  the  blood  count  and  all  the  other  technicgd  things,  but  if 
somebody  just  screws  up  in  the  facility,  that  is  not  on  that  sheet, 
I  take  it? 

Mr.  Bahr.  No.  It  is  not. 

Senator  Breaux.  Is  that  not  what  Dr.  Bays  was  talking  about? 
He  was  not  so  much  concerned  about  the  quality  of  the  result;  he 
was  just  talking  about  shoddy  treatment. 

Mr.  Bahr.  Exactly,  and  there  are  specific  things,  at  least  in  the 
facilities  and  in  the  state  we  work  within  and  I  do  think  there  are 
different  rules  per  State,  but  in  our  State  of  California  you  specifi- 
cally have  to  report  such  things  as  blood  loss  issues  and  needle 
sticks.  Our  facility  asks  if  you  have  had  extra  placement,  what  is 
the  issue?  It  is  reviewed  by  our  own  committee  and  reported  back. 
So  it  is  looked  at  and  reviewed  on  a  timely  fashion. 

The  other  thing  I  did  want  to  add  as  far  as  shoddy  treatment, 
a  number  of  states — California,  Ohio — I  am  trying  to  think  of  the 
other  states — New  York,  I  believe — all  have  gone  through  certifying 
the  hemodialysis  technicians  and  requiring  very  stringent  training 
programs  to  certify  that  those  patient  care  technicians  know  what 
they  are  doing. 

Senator  Breaux.  Well,  let  me  ask  some  questions  on  that.  I 
think  Dr.  Bays  also  said  that  when  he  started  off,  it  was  basically 
something  that  was  run  by  nurses  in  a  disJysis  facility.  We  have 
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now  gone  from  nurses  to  technicians  and  he  was  even  talking  about 
a  category  that  was  less  than  technician,  I  think. 

Is  that  any  concern,  Dr.  Owen?  I  mean  do  you  need  a  nurse?  Do 
you  need  a  doctor?  Can  you  have  a  technician?  What  is  the  stand- 
ard of  treatment  that  is  necessary  for  someone  in  a  dialysis  center 
from  a  medical  standpoint  to  be  there  to  supervise  it,  to  know  what 
is  happening  and  what  have  you? 

Dr.  Owen.  You  need  somebody  who  is  trained;  you  need  some- 
body who  is  attentive;  you  need  somebody  who  is  compassionate. 
Do  they  need  to  be  a  doctor?  Do  they  need  to  be  a  nurse?  Do  they 
need  to  be  a  technician?  My  response  to  that  is  no,  because  pa- 
tients do  it  at  home. 

I  use  my  dad  as  a  paradigm.  My  dad,  the  first  time  he  walked 
into  the  dialysis  imit,  fainted.  We  had  to  pick  him  up,  shook  him 
off  a  little  bit  and  then,  a  year  later,  he  was  dialyzing  my  mom, 
and  my  dad  was  a  retired  businessman. 

So  in  terms  of  the  degree  certification,  I  would  say  there  is  a  bit 
of  a  disconnect  there.  What  you  need  is  training.  You  need  docu- 
mentation that  that  person  is  trained  and  knows  what  they  are 
doing.  You  need  to  make  certain  there  is  an  adequate  number  of 
staff  to  be  attentive. 

A  lot  of  these  patient  safety  issues  that  I  heard,  and  those  were 
just — excuse  my  language,  just  Grod-awful  stories  that  I  heard,  real- 
ly bothersome — were  related,  it  sounds  like,  to  inattentive  staff. 

And  then  last,  I  heard  a  lack  of  compassion  there,  just  people 
that  did  not  care  about  the  patients  that  they  were  caring  for.  You 
cannot  teach  that  but  you  certainly  can  perhaps  select  for  it  a  little 
bit. 

Senator  Breaux.  I  appreciate  that.  I  think  that's  what  Senator 
Grassley  and  I  eire  trying  to  do  and  the  members  of  the  committee. 
Senator  Wyden,  is  just  trying  to  find  out  how  we  can  encourage  our 
own  government,  which  is  spending  $13  billion  a  year  on  this,  to 
mak:e  sure  that  people  are  benefiting  from  the  amount  of  care  that 
is  being  given  out  there.  I  mean  it  is  a  very  challenging  proposition 
that  we  have  to  supervise  these,  to  regularly  inspect  them,  but  I 
think  that  it  is  going  to  be  absolutely  necessary  that  we  improve 
the  quality.  The  new  rules  hopefully  will  do  that  and  that  is  en- 
couraging. 

Let  me  just  ask  one  other  question.  Dr.  Owen.  From  a  technology 
standpoint,  how  long  has  the  dialysis  been  a  methodology  for  treat- 
ing kidney  failure  and  what  is  the  next  step?  In  20  years  are  we 
still  going  to  have  people  hooked  up  to  these  machines  for  8  hours 
a  day? 

Dr.  Owen.  Boy,  I  wish  our  clairvoyant  dropped  that  crystal  ball 
driving  over  here  today. 

In  terms  of  your  first  question,  how  long  has  this  been  around, 
I  will  tell  you  even  though  we  are  over  25  years  into  the  program, 
it  has  effectively  not  changed  a  lot.  It  is  still  like  an  automobile — 
you  know,  internal  combustion  engine,  four  wheels,  looks  a  little 
different  on  the  outside. 

Same  is  true  with  dialysis.  It  is  still  a  salt  and  water  solution 
going  through  a  plastic  csirtridge  with  the  blood  going  through  it. 

I  think  our  real  promise  is  in  two  areas.  One  is  in  terms  of  trans- 
plantation. We  really  need  to  encourage  that  and  where  C£in  you 
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guys  help?  You  guys  can  help  us  in  terms  of  funding  some  real  cut- 
ting edge  research  from  NIDDK. 

And  then  also  I  think  we  have  some  real  exciting  work  being 
done  in  terms  of  bioartificial  kidneys,  where  you  actually  have  a 
combination  of  an  artificial  kidney  with  cells  on  it  that  give  you  the 
best  of  both  worlds. 

Senator  Breaux.  I  have  a  staff  person  in  Louisiana  that  is  un- 
dergoing a  kidney  transplant  in  Oachita  on  August  7  and  the  de- 
tailed preparation  leading  up  to  that  is  just  absolutely  incredible 
and  it  found  his  daughter,  who  is  going  to  be  the  donor,  £ind  I  think 
you  are  seeing  more  and  more  of  that  now. 

Dr.  Wish. 

Dr.  Wish.  Yes,  can  I  respond  to  one  of  your  other  questions  about 
the  quality  of  the  data?  We  were  also  very  skeptical  as  to  whether 
or  not  the  facilities  might  be  gaming  the  data  to  make  themselves 
look  better.  So  HCFA  actually  contracted  with  my  own  Network  to 
do  a  data  validation  study. 

As  you  may  or  may  not  be  aware,  there  are  actusdly  two  data 
bases  that  we  have  referred  to  this  afternoon.  The  data  base  that 
HCFA  uses  to  do  facility- specific  profiling  and  which  will  be  on 
their  website  is  based  on  billing  data.  Each  facility  has  to  put  in 
the  URR  for  each  patient  and  the  hematocrit  for  each  patient  as 
part  of  the  billing  process. 

The  ESRD  Clinical  Performance  Measures  Project,  on  the  other 
hand,  is  not  facility-specific.  It  is  a  random  sample  of  patients  fi'om 
each  of  the  18  Networks  that  is  used  to  profile  the  Networks 
against  each  other,  as  well  as  to  give  a  composite  rate  of  perform- 
Eince  each  year  with  each  of  the  indicators. 

HCFA  asked  our  Network,  to  validate  the  data  by  actually  going 
into  the  facilities  and  extracting  the  data  fi:'om  the  patients'  medi- 
cal records  to  see  if  the  data  that  were  being  submitted  by  the  fa- 
cilities for  the  ESRD  Clinical  Perform£ince  Measures  Project  were 
valid.  In  fact,  they  were.  There  was  greater  than  a  97  percent  con- 
cordance with  what  was  submitted  by  the  facilities  in  the  random 
sample  versus  what  we  found  in  the  patients'  records. 

Senator  Breaux.  What  region  is  that? 

Dr.  Wish.  This  is  Illinois,  Ohio,  Indiana  and  Kentucky. 

As  far  as  the  billing  data  are  concerned,  the  concordance  were 
less  robust  and  it  was  partly  due  to  the  methodology.  The  URR 
data  were  actually  quite  concordant  and  actually  correlated  at 
about  95  percent,  but  the  hematocrit  data  did  not  correlate  as  well 
and  it  was  because  of  the  methodology  of  the  billing  data  asking 
for  the  last  hematocrit  of  the  month  and  the  performance  measures 
data  asking  for  first  hematocrit  of  the  month,  and  that  difference 
in  methodology  we  felt  was  enough  to  explain  the  difference  in  the 
concordance,  which  was  only  at  about  85  percent. 

Now,  as  far  as  reporting  incidents  is  concerned,  this  is  something 
that  we  are  working  on  in  terms  of  this  whole  patient  safety  initia- 
tive. What  we  would  like  to  do  is  establish  a  patient  safety  report- 
ing mechanism  that  is  confidential  for  less  than  life-threatening  or 
severe  types  of  errors  that  can  be  used  as  repository  to  analyze  sys- 
tem problems  and  system  errors,  not  unlike  what  has  been  done  in 
the  Aviation  industry. 
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So  you  have  basically  two  levels  of  reporting.  Obviously  when  a 
plane  crashes,  everybody  knows  about  it  and  the  FAA  investigates 
in  a  very  public  manner;  but  there  are  a  lot  of  "near  misses"  that 
are  recorded  in  a  confidential  manner  so  that  there  are  no  sanc- 
tions and  there  is  no  fear  of  the  reporting  process,  and  those  can 
be  analyzed  on  a  systemwide  basis  to  see  whether  or  not  there  are 
processes  that  can  be  improved  to  reduce  the  incidence  of  errors, 
and  we  would  Hke  to  establish  this  within  the  renal  community,  as 
well. 

The  Chairman.  Thank  you,  Senator  Breaux. 
Senator  Wyden. 

Senator  Wyden.  Thank  you,  Mr.  Chairman.  I  want  to  commend 
you  £ind  Senator  Breaux  for  another  important  initiative  in  the 
aging  field.  It  is  such  a  pleasure  to  be  part  of  an  effort  in  the  U.S. 
Senate  to  pursue  health  issues  in  a  bipartisan  kind  of  way  and  I 
congratulate  both  of  you. 

Gentlemen,  let  me  start  by  asking  you  about  the  recent  analysis 
that  was  done  in  my  home  State  of  Oregon  with  respect  to  these 
facilities.  What  we  found  in  Oregon  recently  is  of  our  41  facilities, 
39  were  surveyed  and  11  have  what  has  been  termed  to  be  serious 
deficiencies,  some  of  them  life-threatening.  So  that  is  a  lot  of  facili- 
ties. That  means  25  percent  have  serious  problems  with  respect  to 
a  gr^up  of  patients  that  we  would  all  acknowledge  are  very  vulner- 
able. 

Now  you  all  represent  organizations  that  work  very  closely  with 
owners — physicians  that  in  some  cases,  I  gather,  may  be  owners 
themselves  and  them,  of  course,  administrators,  who  are  respon- 
sible to  owners. 

My  first  question  for  each  of  you,  Mr.  Bahr  and  Mr.  Owen,  would 
be  what  are  your  organizations  doing  to  crack  down  on  the  facili- 
ties that  seem  to  be,  right  now,  offering  pretty  shoddy  care  to  vul- 
nerable patients?  Let's  begin  with  you  on  that,  Mr.  Bahr. 

Mr.  Bahr.  We  have,  through  our  annual  and  fall  and  spring  con- 
ferences, we  offer  training.  We  bring  in  experts.  We  have  had  sur- 
veyors come  in,  talk  about  what  they  are  seeing.  Reuse  practices — 
we  have  worked  with  AAMI  in  developing  and  getting  those  guide- 
lines out  to  all  the  membership.  We  are  constantly  providing  edu- 
cation to  the  facilities  and  saying  that  this  is  what  needs  to  be 
done. 

We  have  worked  with  HCFA  and  state  agencies  on  independent 
and  state  levels  to  help  survey  and  facilitate  the  training  of  survey- 
ors. 

Senator  Wyden.  Does  that  mean  you  inform  the  government. 
Federal  and  state  agencies,  about  facihties  that  are  problems?  I 
guess  

Mr.  Bahr.  No,  we  educate  renal  administrators. 

Senator  Wyden.  What  I  am  interested  in  is  what  is  being  done 
to  crack  down  on  the  problem  facilities  because  there  is  no  question 
in  my  mind  that  there  are  good  programs  and  that  the  majority  of 
them  are  good.  But  when  you  have  11,  25  percent  in  a  state  to 
have  serious  deficiencies,  you  have  to  do  more  than  run  some  cozy 
education  programs.  You  have  to  weed  them  out  and  turn  it 
around.  Perhaps  you  could  tell  me  what  you  are  doing  to  help  weed 
them  out  besides  sending  them  some  information. 


65-918  2000-6 


158 


Mr.  Bahr.  We  haven't.  We  have  sent,  as  I  said,  education  mate- 
rial. I  do  beheve  that  peer  review  and  being  part  in  the  competition 
and  not  being  listed  or  cited  or  known  for  having  provided  shoddy 
dialysis  treatments  is  a  way  to  go  after  poorly  performing  facilities. 
I  mean  I  have  been  in  the  field  for  30  years  and  I  believe  that  my 
facilities,  have  all  done  a  wonderful  job  and  though  we  have  not 
had  any  issues,  I  understand  there  are  real  concerns,  but  we  do  not 
have  any  formal  reporting  in  our  system  currently. 

Senator  Wyden.  Dr.  Owen. 

Dr.  Owen.  Certainly,  Senator.  Unfortunately,  dialysis  units  are 
not  in  our  purview.  The  doctors  are,  however. 

What  we  have  done  substantive?  Banged  on  a  lot  of  doors,  push- 
ing our  legislative  initiative,  which  I  will  remind  you  of  the  key  fea- 
tures. It  tells  every  dialysis  unit  that  if  you  want  to  get  your  ticket 
punched  so  that  you  can  bill  Medicare,  you  have  to  have  a  formal 
organization  that  is  going  to  address  quality  assurance  and  contin- 
uous quality  improvement. 

Second,  if  you  want  to  get  your  ticket  punched,  you  are  going  to 
have  to  give  unprocessed  data  to  someone  else  to  process  that  data, 
to  show  how  good  you  are  or  are  not  doing,  every  unit  and  your 
doctors  who  are  participating  in  your  unit  in  that  care. 

Third,  we  are  going  to  give  that  data — someone  else  is  going  to 
give  that  data  back  to  you  and  there  is  going  to  be  a  checkmsirk 
there  that  is  going  to  show  where  you  are  and  where  your  doctors 
are  in  comparison  to  your  peers.  It  is  kind  of  like  putting  up  the 
names  of  the  guys  who  have  not  paid  their  dues  at  the  country 
club.  Let's  embarrass  them  a  little  bit.  And  let's  share  that  infor- 
mation with  the  consumer,  the  stakeholder  ultimately  in  all  of  this. 

Fourth,  this  is  going  to  be  done  on  a  routine  basis.  We  do  not 
think  once  a  year  is  adequate.  As  a  minimum,  we  suggested  twice 
a  year.  Tough  to  hide  sins  when  you  have  somebody  knocking  on 
your  door  looking  at  what  you  are  doing  and  looking  at  what  you 
are  doing  on  a  regular  basis. 

We  have  worked  closely  with  Dr.  Kang  at  HCFA.  We  have 
worked  with  Dr.  Wish  and  his  predecessor.  We  have  tried  to  edu- 
cate our  membership  by  defining  what  is  the  best  clinical  practices. 
And  on  a  personal  level,  that  is  what  I  do  research  in.  So  we  have 
done  the  best  that  we  can  with  what  we  are  able  to  do,  sir. 

Senator  Wyden.  So  your  sense  is  that  physicians,  the  best  thing 
you  can  do  to  weed  out  these  problem  facilities  is  to  support,  tough 
Federal  and  State  changes  with  respect  to  legislation  that  would 
help  reverse  it? 

Dr.  Owen.  Tough  and  fair. 

Senator  Wyden.  I  am  going  to  have  a  question  about  physicians 
and  get  to  you,  Mr.  Kang,  in  just  a  moment. 

The  other  question  for  you,  Mr.  Bahr  and  Mr.  Owen,  is  of  the 
many  complaints  that  we  have  gotten  from  families  in  Oregon,  they 
specifically  cite  the  trend  toward  more  chains,  more  for-profit 
chains  being  in  the  field  being  central  to  the  problem  that  we  are 
seeing. 

My  question  to  you  is  do  you  both  agree  with  that?  And  if  so, 
what  ought  to  be  done?  Should  there  be  additional  oversight  or  ad- 
ditional monitoring  of  these  chains?  I  would  like  to  hear  what  your 
response  would  be  to  what  the  families  and  the  patient  advocates 
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have  been  saying  in  the  State  of  Oregon.  Let  me  start  with  you, 
Mr.  Bahr. 

Mr.  Bahr.  I  think  that  the  industry  consoHdation,  is  a  result 
somewhat  of  the  funding  or  the  lack  thereof.  It  is  tough  for  an 
independent  provider.  I  run  two  facilities  for  some  owners.  It  is 
very  tough  to  siirvive  in  the  field.  So  there  is  a  push  to  make  that 
happen. 

I  have  not  seen  or  been  witness  to  any  facilities  that  have 
changed  in  our  region  that  have  had  real  quality  issues.  Are  there 
changes  in  how  they  handle  the  care  or  procedures?  Yes.  For  pa- 
tients— it  is  a  very  tough  thing  to  be  a  dialysis  patient  and  to  suc- 
cumb to  the  decisions  and  whims  of  what  time  you  will  be  at  the 
dialysis  facility  three  times  a  week.  It  is  a  very  tough  decision.  And 
to  upset  that,  to  have  any  minor  changes  even,  no  less  real  and  se- 
vere changes,  is  very  dramatic  for  the  patients  to  deal  with.  But 
it  has  not  been  my  experience  in  our  area  that  the  care  has 
dropped  in  any  of  the  facilities  that  have  changed  hands. 

Senator  Wyden.  Dr.  Owen. 

Dr.  Owen.  Let  me  comment  on  how  it  has  been  studied  and  then 
offer  anecdotal  experience.  How  has  it  been  studied?  Garr  and  Neil 
Powe's  paper.  New  England  Journal  of  Medicine  just  about 
Thanksgiving.  I  was  one  of  the  people  who  wrote  a  letter  to  the  edi- 
tor and  was  accepted  saying  I  have  some  real  issue  with  that 
study. 

To  remind  those  of  you  who  are  not  familiar  with  it.  Dr.  Garr  re- 
ported using  a  data  set  that  was  7  to  10  years  old — often  a  lot  hap- 
pens in  10  years — that  there  was  a  20  percent  higher  mortality  for 
patients  who  were  dialyzing  at  for-profit  providers. 

It  is  also  noteworthy  that  a  subsequent  analysis  was  done  with 
a  much  more  contemporary  data  set  by  the  group  at  the  University 
of  Michigan  who  thought  that  those  numbers  were  overstated  when 
they  used  the  more  contemporary  data  set  and  found  that  if  there 
was  a  difference,  it  was  about  5  to  6  percent.  Now,  that  is  a  dif- 
ference but  you  are  down  to  a  level  where  it  really  becomes  an 
issue  of  how  you  construct  your  statistical  model.  I  can  make  

Senator  Wyden.  Why  don't  you  resolve  it  as  a  physician  who  has 
expertise  in  this  area?  Since  we  have  reports  that  go  in  different 
directions,  do  you  think  the  families  that  are  calling  my  office  are 
right  in  saying  that  there  are  additional  quality  problems  when  you 
have  these  big  chains  involved?  Your  compatriot  there,  Mr.  Bahr, 
says  he  does  not  think  that  there  are  quality  problems  associated 
with  chains.  What  do  you  think? 

Dr.  Owen.  That  is  what  I  am  about  to  offer  now.  Senator,  is  my 
anecdotal  experience.  My  anecdotal  experience,  having  worked  for 
an  independent  provider  who  had  four  or  five  dialysis  units  versus 
working  for  a  large  chain  is  that  actually  I  saw  better  care  from 
the  chain.  Why  did  I  see  better  care  from  the  chain?  Because  the 
chain  allowed  me  to  profile  my  outcomes.  I  could  look  at  what  I 
did.  They  had  a  very  sophisticated  medical  Informatics  system  so 
that  every  quarter  I  was  able  to  look  at  my  dose  of  dialysis,  my 
anemia  management,  my  albumin  and  other  intermediate  out- 
comes. I  could  look  at  my  mortality  rate.  I  could  look  at  my  hos- 
pitalization rate. 
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It  was  like  the  facility  profile  that  is  generated  by  the  University 
of  Michigan  on  an  annual  basis  except  it  was  timely  and  it  was  a 
pleasure. 

Senator  Wyden.  Frankly,  in  theory,  that  is  my  assessment,  as 
well,  and  that  is  why  what  the  patients'  families  are  saying  is  so 
troubling  to  me.  On  paper,  what  you  have  just  described  with  the 
additional  resources  that  come  about  with  these  larger  entities, 
they  would  have  an  opportunity  for  more  sophisticated  assessments 
and  for  using  the  research  but  certainly  that  is  not  what  we  are 
hearing  on  the  front  lines  in  the  State  of  Oregon  and  that  is  why 
those  patient  reports  are  so  troubling  to  me. 

Last  question  I  have  for  you,  Dr.  Owen,  is  what  do  you  think 
physicians,  because  this  is  an  area  where  you  do  have  direct  in- 
volvement, what  do  you  think  physicians  ought  to  be  doing,  other 
than  supporting  the  legislation  that  you  mentioned,  to  try  to  beef 
up  the  quality  of  care  in  these  facilities? 

Like  in  my  State  we  have  a  quarter  of  the  facilities  with  serious 
deficiencies,  some  of  them  life-threatening.  What  is  your  message 
to  physicians  in  my  State  about  what  they  can  personally  be  doing, 
other  than  supporting  this  legislation,  to  improve  quality? 

Dr.  Owen.  Be  good  doctors.  Be  there  for  their  patients  in  terms 
of  engaging  with  them  on  a  one-to-one  level,  doing  it  often,  being 
attentive  to  their  needs,  being  responsive,  being  what  they  took 
their  oath  of  medicine  for,  for  available.  Sounds  corny,  but  that  is 
the  real  big  issue  here. 

You  should  also  appreciate,  senators,  that  there  is  a  looming 
manpower  shortage  in  nephrology.  You  heard  about  the  7  percent 
incidence  growth  in  treatment  in  the  ESRD  program.  Unfortu- 
nately, we  do  not  have  an  incidence  growth  of  nephrologists  of  7 
percent.  And  I  am  fearful  that  as  we  become  increasingly  man- 
power constrained  and  competing  tasks  arise,  not  only  having  to 
take  care  of  dialysis  patients  but  taking  care  of  dialysis  patients  in 
the  hospital,  taking  care  of  complex  hypertension  and  other  renal- 
related  problems,  that  it  is  going  to  get  real  tough  for  the  profes- 
sion. 

But  I  think  the  thing  to  do  is  to  be  available  for  your  patients 
and  be  responsive  to  their  needs. 

Senator  Wyden.  That  raises  another  interesting  point  because  I 
share  your  view.  There  is  a  personnel  crunch  coming.  What  would 
you  get  paid  by  one  of  these  corporate  chains  if  you  were  just  start- 
ing out  in  one  of  these  renal  facilities?  We  are  going  to  have  to  at- 
tract good  people.  You  agree  with  that;  I  agree  with  that. 

Dr.  Owen.  I  would  hope  we  could  get  good  people. 

Senator  Wyden.  What  would  they  get  paid? 

Dr.  Owen.  That  I  do  not  know.  As  you  see,  I  have  a  few  gray 
hairs,  so  it  has  been  a  few  years  since  I  started  out  and  I  do  not 
cut  contracts  with  chains,  so  I  am  not  the  person  to  address  that 
question. 

Senator  Wyden.  Mr.  Bahr,  what  do  they  get  pgdd? 
Mr.  Bahr.  Medical  directors? 

Senator  Wyden.  No,  we  are  talking  about  somebody  who  is  just 
starting  out,  not  a  medical  director. 
The  Chairman.  A  technician,  you  mean? 
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Senator  Wyden.  Yes,  someone  who  is  not  a  medical  director  and 

yes,  more  of  a  technician  or  

The  Chairman.  The  hands-on  type  of  person? 
Senator  Wyden.  An  aide,  a  hands-on  staffer,  yes. 
Mr.  Bahr.  To  attract  better  

Senator  Wyden.  I  am  trying  to  find  a  way  to  get  the  people  that 
Dr.  Owen  is  talking  about.  And  my  understanding  is  that  when  Dr. 
Owen  says  we  need  people,  we  need  them  at  every  level  in  these 
facilities. 

Dr.  Owen.  Every  level. 

Senator  Wyden.  Which  is  medical  directors,  technicians,  aides 
and  the  like.  And  one  of  the  reports  that  I  have  been  getting  is  that 
these  chains  do  not  pay  very  well,  which  is  why  it  is  hard  to  get 
people  in  the  field. 

So  could  you  just  sketch  out  what  kind  of  salaries  one  might  get 
if  one  went  into  this  field,  at  several  levels? 

Mr.  Bahr.  Currently  I  would  say,  and  I  do  not  know  on  a  na- 
tional level  what  these  salaries  are  but  it  would  be  local,  a  techni- 
cian's annual  salary  would  probably  be  in  the  $25,000  to  $27,000 
range.  A  registered  nurse  or  a  charge  nurse,  their  salary  range 
would  probably  rim  anywhere  from  $30,000  to  $50,000  a  year. 

Senator  Wyden.  OK.  One  last  question,  if  I  might,  for  you,  Mr. 
Kang.  Your  essential  thesis  has  been  that  quality  is  starting  to  go 
up  and  your  quality  standards  are  working  and  that  folks  should 
feel  that  the  Federal  Grovernment  is  on  top  of  the  task.  That  is  not 
what  the  people  in  the  State  of  Oregon  are  saying.  That  is  not 
what  the  health  care  administrators  are  saying.  That  is  not  what 
the  patients'  families  are  saying.  What  they  are  saying  is  that  we 
have  a  recipe  for  disaster  on  our  hands.  We  have  an  increasing  de- 
mand for  these  services.  They  are  unhappy  about  the  national  for- 
profit  chains  coming  in  and  bu3ring  up  the  not-for-profit  centers. 
They  are  concerned  about  reimbursement.  They  are  concerned 
about  what  Dr.  Owen  talked  about,  which  is  that  it  is  difficult  to 
attract  people  to  the  field.  And  they  do  not  share  your  view  that 
things  are  improving.  ? 

So  what  are  you  going  to  do  in  my  home  State,  where  they  do 
not  share  your  assessment  that  things  are  getting  better? 

Dr.  Kang.  First  of  all,  Senator  Wyden,  I  am  HCFA's  Chief  Chni- 
cal  Officer;  I  am  a  Physician.  I  know  you  were  late  so  

Senator  Wyden.  Right. 

Dr.  Kang.  My  thesis  was  that  things  are  getting  better.  However, 
I  actually  believe  that  there  is  plenty  of  room  for  improvement  and 
there  is  much  more  that  the  Federal  Government  can  be  doing. 

We  are  actually  very  well  aware  of  what  is  happening  in  your 
State  of  Oregon  and  what  I  would  like  to  actually  point  out  is  that 
what  triggered  our  reviews  and  our  surveys  in  the  State  of  Oregon 
was,  in  fact,  lots  of  complaints  coming  from  the  citizens  of  Oregon 
and  also  the  fact  that  ownership  had  changed. 

We  do  target  our  surveys  based  on  change  of  ownership,  largely 
because  there  is  a  vulnerability  there.  So  I  would  just  like  to  point 
out  to  you  that  our  national  average  for  surve5dng  ESRD  facilities 
is  around  20  percent  nationwide;  in  the  State  of  Oregon  we  actually 
surveyed  39  out  of  41,  as  you  mentioned,  so  that  is  almost  100  per- 
cent review  within  the  last  year  because  of  these  changes. 
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I  think  one  of  the  things  that  we  would  be  very  interested  in  and 
we  are  well  aware  of  the  life-threatening  deficiencies,  we  obviously 
are  very  anxious  to  work  with  yourself  and  members  of  this  com- 
mittee on  intermediate  sanctions,  which  the  GAO  and  the  Inspector 
GenergJ  talked  about,  largely  because  our  only  sanction  right  now 
and  enforcement  tool  is  to  completely  terminate  someone  from  the 
program.  While  we  are  not  afraid  to  do  that,  I  think  that  there  are 
intermediate  sanctions  that  would  be  very  useful  in  terms  of  grab- 
bing facilities'  attention. 

Senator  Wyden.  Can  I  just  ask  on  that  point,  Mr.  Kang,  with  re- 
spect to  these  intermediate  sanctions,  do  you  need  legislation  that 
would  give  you  that  power? 

Dr.  Kang.  Yes,  we  do. 

Senator  Wyden.  And  what  would  be  an  example  of  an  intermedi- 
ate sanction  and  how  would  that  kick  in?  I  guess  what  I  am  con- 
cerned about  is  that  if  you  have  a  facility  with  a  life-threatening 
situation,  I  do  not  think  you  have  any  choice  but  to  move  very,  very 
quickly  in  order  to  protect  the  patients.  Intermediate  sanctions 
sound,  to  me,  constructive  if  you  are  dealing  with  something  that 
is  not  at  the  level  of  that  kind  of  seriousness  we  are  seeing  in  the 
State  of  Oregon. 

So  why  don't  you  describe,  if  you  would,  what  you  think  inter- 
mediate sanctions  ought  to  apply  to  because  to  me,  when  you  have 
life-threatening  conditions,  we  need  something  considerably  more 
than  that. 

Dr.  Kang.  With  life-threatening  situations,  we  actually  ask  for 
an  immediate  corrective  action  plan  of  that  life-threatening  situa- 
tion. Otherwise,  they  are  terminated  fi'om  the  program.  So  what 
has  happened  in  the  situations  in  Oregon  is  that  they  have  made 
immediate  corrective  actions. 

I  think  what  we  are  concerned  about,  though,  is  that  once  they 
have  made  the  immediate  corrective  action,  then  the  spotlight  is  off 
and  there  can  be  this  yo-yo  effect  that  the  General  Accounting  Of- 
fice referred  to. 

I  do  think  that  civil  monetary  penalties  really  have  an  effect  of 
keeping  one's  attention  to  the  task  at  hand  and  sticking  to  the  cor- 
rective action  plan. 

So  I  think  that  those  tools  are  useful  but  I  want  to  assure  you 
that  if,  in  fact,  a  facility  is  found  to  have  life-threatening — is  plac- 
ing people's  lives  in  jeopardy  and  they  continue  to  do  so,  then  the 
Health  Care  Financing  Administration  will  terminate  them  from 
the  progrson  immediately. 

Senator  Wyden.  Well,  the  message  fi-om  the  State  of  Oregon  is 
that  the  Federal  Government  needs  to  be  a  better  partner  here  and 
that  the  Federal  Government  has  not  moved  quickly  enough  in  in- 
stances where  there  are  serious  deficiencies,  which  you  have  cor- 
rectly described  as  life-threatening.  I  have  tried  to  understate  what 
I  am  hearing  fi'om  my  constituents.  These  are  life-threatening  mat- 
ters and  I  think  the  Federal  Government  needs  to  be  a  better  part- 
ner in  terms  of  working  with  the  States  on  that  matter. 

And  with  respect  to  further  oversight  of  these  facilities  after  they 
have  been  corrected,  clearly  this  is  another  area  we  ought  to  be 
working  on  and  I  hope  that  you  could  furnish  the  committee  some 
additional  examples  of  what  you  think  intermediate  sanctions 
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ought  to  be  because  I  happen  to  think  that  that  is  an  effective  ap- 
proach where  you  say  look,  we  have  a  serious  problem  here.  It  is 
not  life-threatening  but  we  have  a  serious  problem  and  we  are 
going  to  send  you  a  strong  message  now  before  we,  in  effect,  boot 
you  out  of  the  program. 

I  have  been  trying  to  watchdog  these  facilities  since  the  days 
when  I  was  Director  of  the  Gray  Panthers,  before  I  was  elected  to 
the  House,  and  I  think  we  have  a  very  serious  public  health  prob- 
lem on  our  hands  now.  The  combination  of  the  increased  demand 
and  the  trend  toward  for-profit  chains,  which  is  not  having  the  ef- 
fect that  Dr.  Owen  is  talking  about.  Dr.  Owen  is  describing  what 
he  would  hke  to  see  come  out  of  the  for-profit  chains.  He  is  cer- 
tainly describing  what  I  would  like  to  see  in  theory,  that  those  ad- 
ditional resources  make  it  possible  for  our  country  to  deal  with  ev- 
erything from  the  personnel  problem  to  the  research  problem  and 
various  other  issues  that  relate  to  the  development  of  public  health 
policy. 

I  think  what  we  are  seeing  is  something  very  different  and  that 
is  we  are  seeing  those  big  facilities  cut  corners.  We  are  seeing  them 
cut  corners  in  spite  of  the  fact  that  we  have  life-threatening  situa- 
tions and  Mr.  Kang  saying  he  wants  the  Federal  Government  to  be 
more  effective. 

So  there  is  a  lot  to  do  here,  folks,  and  fortunately,  we  have  the 
chairman,  who  approaches  these  issues  in  a  thoughtful  and  a  bi- 
partisan way  and  Chairman  Grassley,  again  my  thanks  to  you  for 
all  your  leadership  and  I  look  forward  to  working  with  you. 

The  Chairman.  On  the  point  you  made  about  adequacy  of  re- 
search or  research  generally,  we  think  to  some  extent  what  we 
have  done  getting  ready  for  this  hearing,  that  there  is  some  just 
plgdn  necessity  of  bringing  some  to  conclusions  and  getting  some 
consensus  on  what  is  out  there.  That  does  not  preclude  what  you 
say,  that  maybe  there  needs  to  be  some  additional  research,  but  we 
need  to  get  some  clarity  and  consensus  on  what  has  sdready  been 
done.  And  we  are  thinking  about  asking  the  National  Institute  of 
Health  to  help  us  with  that  effort.  Thank  you  very  much. 

Senator  Wyden.  Thank  you. 

Dr.  Wish.  Can  I  make  one  more  comment  about  the  chains,  be- 
cause I  have  some  data? 
The  Chairman.  Please  do. 

Dr.  Wish.  Our  Network,  which  again  is  in  the  Midwest — Ohio, 
Illinois,  Indiana  and  Kentucky — we  look  at  patterns  of  care.  That 
is  our  job.  And  we  actually  have  the  data  infrastructure  in  place 
so  that  we  can  collect  facility-specific  information  on  all  patients 
three  times  a  year.  So  we  did  not  want  to  wait  for  the  VISOIN 
project  to  be  up  and  running.  We  kind  of  did  it  on  our  own. 

We  looked  at  patterns  of  care  in  Chicago,  which  is  the  largest 
metropolitan  area  in  our  Network,  and  there  are  three  large  chains 
that  have  a  high  penetration  in  Chicago.  We  looked  at  the  out- 
comes for  anemia  management  and  adequacy  of  dialysis  for  those 
three  chsiins  over  a  year  period. 

What  we  found  is  that  there  was  one  chain  that  was  consistently 
performing  at  a  level  higher  than  the  network  as  a  whole;  there 
was  one  chain  that  was  consistently  performing  at  a  level  com- 
parable to  the  Network  as  a  whole;  and  there  was  one  chain  that 


164 


was  consistently  performing  all  of  its  facilities  at  a  level  below  the 
rest  of  the  Network.  So  obviously  it  is  not  fair  to  paint  all  the 
chains  with  the  same  brush. 

But  what  was  interesting  is  that  when  we  contacted  the  Medical 
Director  of  the  chain  that  was  having  the  poorer  performance,  they 
were  very  open  to  a  Network-based  intervention.  They  assembled 
all  of  the  medical  directors  from  the  Chicago  facilities  in  one  place 
at  one  time  so  the  Network  could  do  an  intervention  activity  with 
education  and  giving  them  tools  for  quality  improvement.  And  over 
the  next  year,  that  chain  brought  its  level  of  performance  up  to 
that  comparable  to  the  rest  of  the  Network. 

So  you  do  have  some  economies  of  scale  when  the  chain  can 
bring  together  the  people  that  direct  the  medical  care  in  all  the  fa- 
cilities in  one  place  at  one  time  for  a  single  intervention  activity. 

The  Chairman.  That  brings  me  back  to  a  point  that  Senator 
Breaux  made  and  the  information  that  is  available.  So  your  view 
then  on  information  being  on  the  Internet  for  anybody  to  have  ac- 
cess to,  you  feel  that  information  is  available,  that  information  is 
accurate,  and  it  would  be  very  beneficial  in  

Dr.  Wish.  That  information  will  be  available  on  a  national  level. 
It  is  not  currently  available  at  a  national  level. 

The  Chairman.  When  would  that  be? 

Dr.  Wish.  It  is  hopefully  going  to  be  ready,  up  and  going,  by 
mid-2001. 

Now  there  is  going  to  be  a  website,  as  Dr.  Kang  said,  at  the  end 
of  this  year  that  is  going  to  have  the  URR  and  hematocrit  compli- 
ance from  the  billing  data,  but  the  universal  data  from  the  ClinicEd 
Performance  Measures  initiative,  which  is  going  to  be  collected  on 
every  patient  from  all  facilities,  hopefully  which  will  augment  the 
validity  of  the  data  that  is  on  the  website,  will  be  available,  we 
hope,  by  mid-2001. 

The  Chairman.  I  have  some  questions  but  I  want  Senator  Wyden 
to  

Senator  Wyden.  I  will  be  very  brief,  Mr.  Chairman.  I  would  very 
much  like  to  see  your  study.  Dr.  Wish.  And  I  guess  what  I  would 
like  to  see  resolved  in  this  is  what  percentage  of  patients  in  these 
three  chains  are  involved  in  programs  that  are  seriously  deficient. 
In  other  words,  you  described  three  chains;  one  of  them  was  above, 
one  of  them  was  at  the  appropriate  level  and  one  was  below. 

So  the  question  that  arises  to  me,  and  that  is  why  you  have  to 
see  the  study,  is  whether  or  not  one  third  of  the  patients  were  in 
a  chain  that  was  offering  seriously  deficient  care.  If  one  third  of  the 
patients  were  in  a  facility  offering  seriously  deficient  care,  I  think 
the  two  of  us  would  agree  that  is  a  serious  kind  of  problem.  You 
would  want  to  correct  it.  I  want  it  corrected  because  it  is  consider- 
ably higher  than  even  what  amounts  to  the  25  percent  in  my  State. 

So  if  you  can  get  me  that  survey,  I  £un  particularly  interested. 

Dr.  Wish.  I  would  be  happy  to  send  you  the  data.  It  actually 
tm*ns  out  to  be  about  a  quarter  because  there  was  a  quarter  of  pa- 
tients in  each  of  the  three  chains  and  the  other  quarter  were  the 
independent  facilities. 

Senator  Wyden.  So  in  your  survey  

Dr.  Wish.  And  this  is  metropolitan  Chicago  only. 
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Senator  Wyden.  I  understand.  In  your  survey  in  a  recent  time 
period,  a  quarter  of  the  patients  in  a  chain  assessment  were  receiv- 
ing care  that  was  seriously  deficient. 

Dr.  Wish.  That  was  under  the  level  of  the  Network  as  a  whole 
for  adequacy  and  anemia  management. 

Senator  Wyden.  And  you  would  agree  with  me  that  that  is  unac- 
ceptable and  that  is  why  you  stressed  over  the  next  year  they  im- 
proved it. 

Dr.  Wish.  Correct. 

Senator  Wyden.  Well,  I  would  like  to  see  this  survey  because  I 
think  it  is  pretty  clear  that  with  a  medically  vulnerable  population, 
this  country  cannot  sit  around  and  say  we  are  going  to  tolerate  25 
percent  of  them,  one  out  of  four,  in  facilities  that  are  seriously  defi- 
cient and  life-threatening.  And  I  see  Dr.  Owen  and  Mr.  Bahr  nod- 
ding their  heads  affirmatively. 

Dr.  Wish.  And  the  Network  did  not  tolerate  it.  We  went  in  and 
we  got  improvement. 

Senator  Wyden.  Right,  but  you  got  improvement  after  we  did  the 
survey.  But  then,  as  Mr.  Kang  said,  we  still  have  an  issue  with  re- 
spect to  what  happens  after  there  has  been  an  improvement  after 
one  year  and  what  kind  of  oversight  there  is. 

Dr.  Wish.  We  continue  to  get  data  from  every  facility  three  times 
a  year,  so  we  can  keep  track  of  that. 

Senator  Wyden.  I  will  look  forward  to  seeing  that. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  Thank  you. 

Dr.  Wish,  I  understand  that  the  Networks  are  collegial  in  their 
relationship  with  providers  in  their  eftbrts  to  improve  patient  care 
and  outcomes.  Does  this  type  of  relationship  work? 

Dr.  Wish.  Yes,  we  think  that  it  does.  It  is  a  peer  review  kind  of 
paradigm,  so  we  feel  that  building  a  nonpunitive  environment  is 
important  for  the  facilities  to  kind  of  air  their  dirty  laundry  so  that 
we  can  help  them.  If  they  fear  sanctions,  then  it  is  going  to  be  very 
difficult  for  us  to  understand  what  processes  might  be  flawed  so 
that  we  can  give  them  interventions  that  may  help  to  improve 
those  processes.  So  we  feel  that  collegial  relationship  is  essential 
for  the  success  of  the  Networks. 

The  Chairman.  Dr.  Kang,  as  I  am  sure  you  are  aware,  there  are 
numerous  studies  about  the  various  quality  issues  of  patient  care. 
We  have  had  a  discussion  on  our  staff  and  it  puzzles  us  why  there 
is  no  definitive  work  on  qugJity  issues,  such  as  adequacy  of  dialysis 
and  reuse  of  dialyzers  in  this  country.  Many  patients  still  worry 
about  whether  they  receive  enough  time  for  dialysis. 

As  the  two  patients  testified  today,  equally  alarming  to  patients 
is  the  reuse  of  dialyzers.  Many  patients  believe  that  it  is  a  profit 
matter  for  the  companies  £ind  that  the  patient  quality  of  life  does 
not  matter. 

Our  committee's  research  has  found  numerous  medical  research 
studies  inside  and  outside  the  United  States.  It  appears  that  the 
print  studies  advocate  for  longer  dialysis.  Dialyzers  are  not  reused 
in  other  industrialized  nations. 

What  do  you  believe  is  the  reason  that  research  in  the  United 
States  has  not  reached  any  conclusions  about  these  important  pa- 
tient care  matters? 
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Dr.  Kang.  Chairman  Grassley,  before  I  answer  that  I  would  Hke 
to  just  take  one  opportunity  on  the  question  that  you  asked  Dr. 
Wish. 

Our  approach  with  regard  to  survey  and  certification  and  Net- 
works is  very  similar  to  what  the  lOM  recommended  in  terms  of 
patient  medical  errors  and  patient  safety.  You  actually  need  two 
environments.  You  need  the  regulatory  environment,  which  is  a 
blaming  environment.  It  is  our  survey  and  certification.  Then  you 
need  the  learning  environment;  that  is  the  Networks.  That  is  the 
coUegial  environment.  You  really  do  need  both. 

This  goes  back  to  a  question  for  the  first  panel.  It  is  very  similar 
to  the  airline  industr>^  In  the  aviation  industry,  you  have  FAA, 
which  is  the  regulatory,  blaming  approach,  and  you  actually  have 
NASA,  which  is  the  learning,  collegial  approach.  You  learn  from 
your  mistakes. 

So  I  just  wanted  to  say  really  for  the  record  that  you  need  both 
and  I  would  really  encourage  this  committee  to  support  both,  real- 
ly, to  improve  the  care  for  patients. 

In  answer  to  your  questions,  I  think  that  we  are  currently  ac- 
tively wrestling  with  the  issue  of  adequacy  of  dialysis.  And  as  Dr. 
Owen  mentioned,  what  this  country  is  wrestling  with  are  the  trade- 
offs between  patient  choice  and  time  on  the  machine,  lifestyle 
issues,  et  cetera. 

I  do  think  that  to  the  extent  that  we  find  and  the  public  and  doc- 
tors begin  to  realize  that  the  longer  you  get  dialyzed,  the  more  ade- 
quate it  is  and  the  better  your  mortality  and  survival  Eind  quality 
of  life  is,  that  over  time,  this  will  continue  to  move  as  it  did  in  Eu- 
rope. 

With  regard  to  the  reuse  issue,  we  actually  are  actively  involved 
with  NIH  and  the  USRDS  to  look  at  the  reuse  issue  to  try  to  sort 
through  in  follow-up  to  the  study  back  in  1994  as  to  what  are  the 
issues  for  reuse,  whether  we  need  to  be  regulating  and  if  so,  where 
we  need  to  be  regulating  more  aggressively. 

And  then,  quite  frankly,  to  the  extent  that  reuse  is  associated 
with  worse  outcomes,  there  are  payment  implications,  as  Senator 
Breaux  has  questioned. 

But  the  NIH  and  USRDS  is  soon  to  publish  the  results  of  that 
study.  The  one  thing  that  I  would  like  to  assure  you  is  that  we 
have  an  agreement  with  them.  To  the  extent  that  they  find  any- 
thing untoward  early  on,  that  they  were  actually  to  report  to  us  so 
that  we  could  take  immediate  action.  They  have  not  had  those  find- 
ings yet,  at  least  as  far  as  I  know,  but  they  are  actively  looking 
at  the  implications  of  reuse  for  patient  outcomes. 

The  Chairman.  Is  there  some  academic  reason  for  research  to  be 
done  and  conclusions  not  reached  and  we  are  guessing  what  those 
conclusions  are  going  to  be?  Because  I  assume  that  we  have  had 
people  doing  the  same  research  in  other  industrialized  countries 
and  come  to  conclusions.  The  way  I  read  it,  we  have  not  come  to 
conclusions. 

Now  maybe  you  are  telling  me  we  have  come  to  conclusions. 

Dr.  Wish.  I  do  not  think  we  have,  as  Dr.  Owen  

The  Chairman.  What  is  different  about  the  academic  environ- 
ment in  the  United  States  that  keeps  us  from  coming  to  those  con- 
clusions, as  opposed  to  other  industrialized  nations? 
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Dr.  Kaxg.  I  do  not  think  the  other  industrialized  nations,  and 
maybe  Dr.  CKven  knows  more  about  this,  have  actually  come  to 
conclusions,  also.  It  is  just  more  of  a  practice  style  at  this  point. 

The  Chatr^lax.  OK.  So  you  get  back  to  a  lot  of  problems  in 
America  from  one  part  of  the  countrv'  to  the  other  related  to  a  dif- 
ferent style  of  practice  of  medicine. 

Dr.  Owes.  There  are  substantial  differences  in  practice. 

Dr.  K-\XG.  \Miat  we  are  ver\'  interested  in  doing  is  doing  what 
e\'idence-based  medicine  would  support  doing  and  I  want  to  assure 
you  that  to  the  extent  the  e\'idence  says  reuse  is  unacceptable,  the 
Health  Care  Financing  Administration  would  take  a  strong  posi- 
tion that  it  is  unacceptable. 

The  Chair^lax.  OK. 

Dr.  Wish,  how  are  the  Networks  addressing  concerns  that  pa- 
tients and  dialysis  facility  staff  are  reluctant  to  complain  about 
poor  care  for  fear  of  retaliation  or  losing  a  job? 

Dr.  Wish.  Well,  that  is  a  concern,  \Mien  we  get  a  patient  griev- 
ance or  we  get  a  staff  complaint  about  how  a  dialysis  facility  proc- 
esses may  be  unsound,  what  we  find  is  in  the  vast  majority  of 
cases,  which  we  always  refer  to  the  medical  re\dew  board — these 
are  not  handled  at  the  staff  level  at  the  Network.  These  always  go 
to  a  medical  re\'iew  board  of  peers  so  that  we  have  all  disciplines 
involved  in  terms  of  evaluating  the  nature  of  the  complaint. 

Wliat  we  find  is  that  in  the  vast  majority  of  cases,  these  are  com- 
munication problems,  especially  patient  grievances.  It  does  not  nec- 
essarily represent  bad  care.  It  just  represents  the  fact  that  the  pa- 
tient had  something  done  to  them  that  they  did  not  understand, 
that  nobody  really  explained  it  to  them,  that  there  was  a  change 
in  their  em-ironment  that  they  did  not  anticipate,  and  that  was  the 
source  of  the  concern  and  ultimately  of  the  grievance. 

And  what  we  find  is  that  by  mediating  the  communication  be- 
tween the  facility  and  the  patient,  the  vast  majority  of  grievances 
are  resolved  and  there  is  really  no  issue  in  terms  of  long-term  sanc- 
tions or  fear  by  the  patient  that  they  are  going  to  get  inadequate 
care  because  of  voicing  the  complaint. 

Now,  there  are  situations  where  we  are  concerned.  There  are  pa- 
tients that  do  file  grievances  that  we  feel  do  represent  significant 
process  issues  and  in  those  cases  what  we  tr>^  to  do  is  keep  the  pa- 
tient's identity  anon\TQOus  to  the  facility  and  go  into  the  facility 
with  a  site  \isit  to  address  their  processes  of  care  on  a  hands-on 
level. 

So  we  actually  go  through  their  policy  and  procedure  manuals. 
We  actually  obser\'e  how  dialysis  is  conducted  from  the  beginning 
to  the  end,  how  the  technicians  interact  with  the  patients,  how  the 
nurses  interact  with  the  patients,  with  special  \dew  to  what  the 
issues  were  that  the  patients  did  bring  to  our  attention.  And  if  we 
find  that  there  is  a  significant  de\4ation  from  what  we  feel  to  be 
accepted  practices,  then  the  facility  will  be  put  on  record  as  defi- 
cient and  they  will  be  required  to  file  a  plan  of  corrective  action 
within  30  days — how  the  procedures  will  be  corrected.  Then  a  fol- 
low-up site  \isit  is  done  to  make  sure  that  the  de\'iation  has  been 
corrected.  And  under  these  circumstances,  the  patient's  identity  is 
kept  anomTQous  from  the  facility. 
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The  Chairman.  Mr.  Bahr,  a  little  bit  along  the  same  hne,  what 
do  patients  or  their  representatives  do  if  they  are  dissatisfied  with 
the  care  that  they  receive  or  the  services  or  environment  of  care 
that  you  provide? 

Mr.  Bahr.  One,  you  have  to  deal  with  this  in  a  very  sensitive 
manner.  To  address  a  patient  while  they  are  on  dialysis  is  inappro- 
priate. We  ask  to  speak  to  them  outside,  set  up  a  time,  a  conven- 
ient time,  often  bringing  in  family  members. 

And  as  Dr.  Wish  pointed  out,  more  times  than  not,  the  issue  that 
has  come  to  our  attention  that  they  have  finally  come  to  us  with 
is  a  communication  breakdown.  Some  way  or  another  our  team  was 
not  communicating  with  the  patient  correctly. 

So  we  deal  with  it  outside,  bring  it  back.  If  they  have  particular 
issues  with  an  individual  staff  member,  we  may  ask  for  a  time-out 
for  both.  You  know,  you  will  not  have  this  patient  care  member  for 
a  bit.  If  there  were  technical  problems,  that  person,  when  they  put 
that  patient  back  on,  will  be  under  direct  supervision  to  observe 
their  technique  and  ensure  what  is  going  on  is  appropriate  and  cor- 
rect. 

But  more  times  than  not,  sir,  we  have  to  deal  with  this  outside 
of  the  unit.  The  unit — you  have  patients  right  next  to  patients.  You 
do  not  need  to  involve  them  in  that  patient's  business. 

The  Chairman.  We  had  this  first  panel,  Mr.  Smith,  and  so  your 
vice  president  would  not  be  calling  Mr.  Smith  in  the  middle  of  dial- 
ysis. That's  not  good  for  

Mr.  Bahr.  Sir,  I  am  chief  cook,  bottle-washer,  vice  president, 
whatever  personnel  today.  It  is  a  small  unit,  so  I  am  the  vice  presi- 
dent. 

The  Chairman.  The  point  is  still  the  same. 

Mr.  Bahr.  I  understand  people  wanting  to  understand  what  pa- 
tients' concerns  are.  I  assume  that  his  concerns  were  voiced  at  the 
unit  prior  to  him  ever  talking  to  anybody  here. 

The  Chairman.  If  you  had  one  of  your  patients  testifying  today 
you  would  not  have  called  

Mr.  Bahr.  I  would  be  nervous. 

The  Chairman.  But  you  would  not  be  calling  them  while  they 
were  getting  dialysis? 

Mr.  Bahr.  No.  I  would  hope  that  I  knew,  because  I  had  had  a 
good  communication  with  them  before  they  got  here  and  they  prob- 
ably would  not  be  here. 

I  just  had  one  other  point. 

The  Chairman.  Sure. 

Mr.  Bahr.  We  talked  about  longer  times  on  dialysis.  In  our  dialy- 
sis unit,  our  times  are  increasing,  sir.  My  average  length  of  time 
for  my  patients  is  about  4  hours  and  15  minutes  actual  dialysis 
treatment  time.  It  is  ever  increasing. 

My  population  also — I  looked  at  a  graph  before  coming  to  the 
meeting  today  showing  the  ages.  In  1997  the  average  age  of  the 
population  was  61.1  years.  Mine  is  76  due  to  demographics.  It  is 
a  different  population. 

The  Chairman.  Dr.  Kang,  how  does  HCFA  determine  that  the 
Networks  perform  requirements  of  their  contracts?  Do  you  believe 
that  the  Networks  are  performing  the  job  of  "improving  the  quality 
of  patient  care"? 


169 


Dr.  Kang.  We  are  moving  toward  not  only  a  performance  meas- 
urement system  for  each  dialysis  facility  but  also  for  the  Networks, 
we  can  actually  aggregate  those  measures  to  also  look  at  network 
performance. 

So  at  some  point  when  we  have  the  system  of  performance  meas- 
urements in  place,  we  plan,  in  fact,  to  move  the  Networks  to  per- 
formance-based contracting,  just  as  we  did  with  the  PRO  program. 

The  Chairman.  I  might  submit  some  questions  for  answers  in 
writing.  I  will  review  whether  or  not  we  got  adequate  information, 
but  that  is  the  end  of  my  oral  questioning,  at  least. 

So  I  thank  you,  as  well  as  the  first  panel,  for  your  testimony.  I 
think  has  been  very  helpful  in  helping  us  to  determine  whether  the 
quality  of  care  for  dialysis  patients  is  what  it  ought  to  be. 

I  think  most  importantly,  your  testimony  will  help  the  committee 
determine  how  best  to  approach  solutions  to  the  quality  of  care 
issues. 

I  want  to  bring  up  again  what  I  said  to  Senator  Wyden,  that  I 
think  in  the  process,  we  have  to  look  for  common  sense  solutions 
and  one  of  these  is  bringing  some  conclusions  to  the  medical  re- 
search on  several  of  these  quality  of  care  issues  that  we  have  dis- 
cussed. Specifically,  getting  back  to  adequacy  of  dialysis,  reuse  of 
dialyzers,  it  appears  that  it  might  be  advisable  to  ask  the  National 
Institute  of  Health  or  some  other  appropriate  body  to  resolve  some 
of  this  debate  with  its  research  on  an  expedited  basis.  I  am  really 
surprised  that  this  debate  has  gone  on  for  so  long.  The  quality  of 
life  of  too  many  patients  depends  on  it. 

Then  we  also  brought  out  how  oversight  is  lacking.  So  the  Gen- 
eral Accounting  Office  and  Inspector  General  made  that  clear.  And 
again  it  leaves  a  vulnerable  population  unprotected.  So  we  will  con- 
tinue to  work  with  HCFA  and  with  the  Networks  as  we  strive  to 
improve  the  quality  of  care  that  patients  receive. 

In  addition,  we  are  going  to  have  to  further  review  the  rec- 
ommendations of  the  General  Accounting  Office  and  the  HHS  In- 
spector General  to  determine  if  legislation  is  necessary.  Part  of  that 
relates  to  some  sort  of  penalty  procedures  so  you  do  not  have  to 
just  shut  down  a  facility  or  not  shut  them  down  but  take  them  off 
of  reimbursement,  which  might  be  the  same.  And  obviously  the 
issue  of  more  appropriations  for  enforcement. 

We  are  going  to  leave  the  record  open  for  2  weeks,  as  I  said  pre- 
viously, for  additional  statements  or  information.  And  each  of  you 
who  had  longer  statements,  your  statement  in  total  will  be  printed 
in  the  record,  both  for  your  panel  and  the  first  panel. 

I  thank  you  £l11  very  much  and  the  meeting  is  adjourned. 

[Whereupon,  at  4:10  p.m.,  the  committee  was  adjourned.] 
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Question  1.  Your  report  states  that  15%  of  the  inspected  facilities  in  1999 
had  deficiencies  severe  enough  that,  unless  corrected,  would  warrant 
terminating  their  participation  in  Medicare.  How  many  of  these  facilities 
were  actually  terminated? 

Answer:  Of  the  62  facilities  found  out  of  compliance  with  Medicare  conditions  of 
participation  in  1999,  only  one  facility  left  the  Medicare  program.  The  facility 
voluntarily  terminated  its  participation  in  the  Medicare  program  citing  Medicare's  low 
payment  level  as  the  reason. 

Question  2,  What  happens  to  a  facility  once  it  corrects  its  deficiencies?  What 
are  the  odds  that  a  facility  stays  in  compliance  once  the  threat  of 
termination  is  lifted? 

Answer  Once  a  facUity  corrects  its  deficiencies,  it  is  considered  to  be  in  compliance 
with  Medicare's  quaUty-of-care  standards.   Also,  while  in  the  process  of  correcting 
its  deficiencies,  faculties  continued  to  dialyze  patients  and  receive  fuU  Medicare 
payments. 

Because  of  the  infrequency  with  v/hich  facilities  were  inspected,  we  were  unable  to 
establish  the  odds  that  a  facility  will  remain  compliant  with  Medicare's  conditions  of 
participation.  However,  we  did  note  that  facilities  often  tended  to  repeat  specific 
deficiencies  found  by  surveyors.    For  example,  of  those  facilities  with  four  or  more 
inspections,  38  percent  that  had  deficiencies  on  their  most  recent  survey  were  also 
deficient  on  at  least  one  of  the  same  requirements  on  their  prior  survey.  Over  half  of 
these  facilities  had  two  or  more  of  such  repeat  deficiencies. 

Question  3.  Can  you  explain  how  a  facility  can  have  good  clinical  outcome 
scores,  but  at  the  same  time  be  identified  in  on-site  surveys  as  seriously  out 
of  compliance  with  Medicare  standards? 

Answer.  The  chnical  performance  measures  are  often  based  on  a  sample  of  patients 
with  clinical  data  that  may  be  several  years  old.  While  HCFA  is  taking  steps  to  collect 
and  analyze  cUnical  outcome  data  on  aU  patients  and  improve  data  timeliness  it  is 
unclear  the  extent  to  which  they  would  capture  all  the  aspects  considered  critical  to 
achieving  and  acceptable  level  of  quahty  of  care.  For  example,  it  may  be  possible  for 
a  facility  to  have  good  scores  for  urea  reduction  and  at  the  same  time  not  have  proper 
controls  in  place  to  ensure  that  patients'  dialyzers  are  cleaned  properly  or  that 
uncontaminated  water  is  used  in  the  dialysis  process.  This  is  why  we  are 
recommending  that  HCFA  do  more  testing  before  it  uses  outcome  measures  as  the 
key  factor  in  selecting  facilities  to  visit  for  unannounced  on-site  visits. 
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Question  4.  In  your  report,  you  state  that  "fixed  payment  rates  can  create 
incentives  for  efficiencies,  but  they  can  also  be  an  incentive  for 
underservice.  Can  you  explain  what  you  mean  by  this  and  is  there  evidence 
that  this  is  occurring? 

Answer  The  comment  on  Medicare's  fixed  payment  rate  is  not  meant  to  criticize  the 
method  of  payment,  but  to  provide  background  on  the  rationale  on  the  need  for  a 
strong  oversight  sj'stem  to  help  assure  that  ESRD  patients  receive  quality  services. 
Medicare  pays  dialysis  facilities  a  fixed  rate  to  cover  a  bundle  of  services,  such  as 
laboratory  tests,  drugs  and  supplies,  that  are  routinely  required  for  dialysis  treatment. 
This  fixed  rate  is  the  primary  source  of  facility  revenue  and  has  remained  essentially 
unchanged  since  program  inception.  While  the  rate  is  ac^justed  to  reflect  differences 
in  local  area  waiges  it  is  not  adjusted  for  patient  case  mix  or  dialysis  practice.  For 
example,  Medicare  makes  no  additional  payments  for  patients  that  might  require 
longer  dialysis  or  more  frequent  weekly  sessions..  Therefore,  to  maximize  profits 
from  its  dialysis  operations  a  facility  has  strong  incentives  to  control  costs,  by  1) 
becoming  more  efficient  in  providing  services  and,  or  2)  potentially  not  providing 
needed  services  to  all  patients. 

Studies  do  show  that  dialysis  facilities  have  made  efficiency  gains  over  time,  for 
example  by  adopting  more  technological  advanced  equipment  as  well  as  by 
consohdattng  into  multi-center  companies.  Also,  productivity  gains  with  staffing  have 
been  reported.  For  example,  in  1998  dialysis  facilities  used  about  12  percent  fewer 
staff  to  administer  dialysis  than  they  did  in  1993.  Faculties  increasingly  rehed  on 
lower-cost  personnel  to  monitor  dialysis  treatments  as  well.  The  extent  to  which 
these  efficiency  gains  have  resulted  in  underservice  to  patients  remains  unknown. 

Question  5.  Please  describe  the  other  enforcement  tools  currently  available 
to  the  HCFA  when  dealing  with  an  ERSD  facility  that  is  out  of  compliance. 
How  often  are  these  mechanisms  used  and  what  is  the  value  of  each? 

Answer  HCFA  has  three  additional  enforcement  tools  available  for  faculties  that  do 
not  comply  with  Medicare's  quahty-of-care  standards,  but  they  have  never  been  used. 
Two  are  of  limited  value  but  the  third  has  some  potential  to  provide  deterrence  to 
future  non-compliance. 

1)  HCFA  has  the  authority  to  deny  payments  for  new  patients  for  fsu^ilities  out  of 
compliance  with  Medicare's  quality  of  care  standards.  This  enforcement  tool  is  of 
limited  additional  value,  because,  like  termination,  the  law  allows  facilities  to  avoid 
this  sanction  by  returning  to  compliance.  HCFA  has  not  implemented  it  into 
regulation. 

2)  HCFA  can  also  levy  financial  penalties  against  facilities  that  uo  not  participate  in 
ESRD  network  activities  or  pursue  network  quality-of-care  goals.  Specifically,  they 
can  deny  payment  for  new  patients,  reduce  a  facilities  payment  by  20  percent  for 
every  30-day  period  of  non-compliance,  or  withhold  all  payments  for  ESRD  services. 
This  authority  is  also  of  littie  practical  value,  because  the  law  only  authorizes  its  use 
if  the  deficiency  does  not  "jeopardize  patient  health  or  safety".  However,  networks 
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are  inclined  to  refer  only  facilities  with  serious  deficiencies  to  HCFA  for  sanction,  but 
only  non-serious  deficiencies  would  be  subject  to  the  financial  sanctions.  As  a  result, 
the  sainctions  are  rarely  even  considered. 

3)  HCFA  can  retroactively  deny  payments  for  services  affected  by  facilities  non- 
compliance with  quahty-of-care  standards  for  reusing  dialyzers.  This  authority  has 
never  been  used  because  HCFA  has  not  developed  agency  procedures  to  implement 
it.  The  scope  of  the  sanction  is  limited  in  that  it  applies  to  non-compliance  with  reuse 
standards.  Nevertheless,  if  it  is  enforced  it  could  provide  a  strong  incentive  for 
com.pliance,  because  it  can  be  levied  even  if  a  facility  corrects  its  deficiencies. 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Office  of  inspector  General 


Wastiington,  D.C.  20201 

JUL  I  0  2000    .  . 

CD     - .  - 


The  Honorable  Charles  E.  Grassley 
Chairman,  Special  Committee  on  Aging 
United  States  Senate 
Washington,  D.C.  20510 

Dear  Mr.  Chairman: 

Thank  you  for  your  letter  of  June  27,  2000,  posing  follow-up  questions  from  your  hearing  of 
June  26  on  the  End  Stage  Renal  Disease  (ESRD)  Program.  This  letter  will  include  your  original 
list  of  questions,  followed  by  our  response  to  those  questions. 

1)  Why  has  the  time  between  state  surveys  for  ESRD  facilities  increased?  How  can  this 
problem  be  addressed? 

The  ESRD  facilities  have  no  mandatory  survey  cycle;  nursing  homes  and  home  health  agencies 
have  mandatory  survey  cycles  established  by  Congress.  By  statute,  States  must  survey  nursing 
homes  approximately  once  every  1 2  months  and  home  health  agencies  once  every  36  months. 
As  a  result,  nursing  homes  and  home  health  agencies  receive  funding  priority  over  ESRD 
facilities.  In  addition,  the  Health  Care  Financing  Administration  (HCFA)  places  ESRD  facilities 
under  the  category  of  non-long  term  care  providers,  which  also  includes  non-accredited  hospitals, 
psychiatric  hospitals,  ambulatory  surgical  centers,  and  hospices.  All  of  these  providers  compete 
for  the  same  pool  of  survey  resources.  Currently,  non-long  term  care  facilities  appear  tenth  on  a 
list  of  12  HCFA  workload  prionties  for  State  agencies.  To  address  the  infrequency  of  ESRD 
surveys,  we  recommended  that  HCFA  determine  an  appropriate  minimum  cycle  for  dialysis 
facilities  either  through  policy,  regulatory,  or  legislative  means. 

2)  In  your  report,  you  recommend  strengthening  the  complaint  system  for  both  dialysis  patients 
and  dialysis  facility  staff.  How  does  the  complaint  system  currently  work  and  how  would 
you  strengthen  this  system? 

Currently,  dialysis  patients  can  lodge  a  complaint  with  the  State  survey  agency,  the  Network,  or 
both.  Each  entity  has  different  authorities,  approaches,  and  expertise.  State  survey  agencies 
investigate  all  complaints  on  site  that  involve  life-threatening  situations  or  possible  violations  of 
the  Medicare  Conditions  for  Coverage.  Their  investigations  go  beyond  the  episode  in  question, 
focusing  instead  on  whether  systematic  problems  make  it  likely  that  failures  will  occur  in  the 
future. 

Networks  receive  complaints  covering  a  broader  range  of  issues  related  to  patient  care.  Network 
investigations,  in  accord  with  HCFA  instructions,  typically  facilitate  quick  resolution  between 
the  complainants  and  the  facilities.  To  do  this,  Networks  usually  identify  the  complainant  to  the 
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dialysis  facility.  Networks  address  most  problems  by  working  coUegially  with  facilities,  whereas 
the  States  approach  the  facilities  in  a  more  regulatory  manner.  Through  their  board  membership, 
Networks  have  important  clinical  expertise  in  nephrology  that  gives  them  substantial  ability  to 
assess  and  follow  up  complaints  regarding  the  adequacy  of  the  clinical  care  being  provided. 
Networks  have  little  authority  to  enforce  corrective  actions.  The  States,  on  the  other  hand,  have 
enforcement  authority  for  violations  of  the  Medicare  Conditions  for  Coverage,  but  tend  to  lack 
the  clinical  expertise  concerning  renal  care. 

Working  single-handedly,  neither  the  States  nor  the  Networks  can  tap  the  full  potential  of  a 
complaint  system  that  effectively  addresses  quality-of-care  concerns.  Therefore,  we  recommend 
that  HCFA  work  with  Networks  and  State  agencies  to  develop  an  integrated  complaint  system 
that  incorporates  the  following  elements:  accessibility,  objectivity,  investigative  capacity, 
timeliness,  responsiveness  to  complainants,  enforcement  authority  and  follow-up,  improvement 
orientation,  and  public  accountability.  We  urged  HCFA  to  convene  representatives  from  the 
Networks  and  State  surx'ey  agencies  to  identify  ways  in  which  these  two  entities  can  work 
together  most  constructively,  drawing  on  their  respective  strengths.  Secondly,  we  urged  HCFA 
to  conduct  pilot  efforts  through  which  Networks  and  State  agencies  implement  a  unified 
complaint  system. 

We  also  called  upon  HCFA  to  exert  national  leadership  to  facilitate  the  development  of  a 
common  instrument  that  dialysis  facilities  could  use  to  assess  patient  satisfaction.  This  could 
draw  upon  the  instruments  that  some  dialysis  corporations  have  already  developed  and  use  for 
their  own  internal  monitoring  efforts.  For  many  patients,  an  anonymous  response  to  a  patient 
satisfaction  survey  may  serve  as  a  safer  vehicle  for  expressing  concern  than  a  formal  complaint 
to  a  facility.  Network,  or  State  agency.  I  ^ 

3)  Your  report  shows  that  HCFA  no  longer  evaluates  how  well  the  state  survey  agencies 
perform  dialysis  facility  evaluations.  Why  doesn't  HCFA  follow-up  on  dialysis  facility 
surveyors? 

In  the  past  HCFA  conducted  validation  surveys  through  which  HCFA  staff  would  review  dialysis 
facilities  shortly  after  a  State  certification  survey.  Recently,  HCFA  eliminated  these  in  favor  of 
periodically  observing  State  surveyors  in  real  time  and  offering  advice  and  assistance  as 
applicable.  HCFA  relies  on  State  agencies  to  assess  their  own  performance  and,  by  working  with 
the  HCFA  regional  offices,  to  develop  and  implement  their  own  quality  improvement  plans. 
This  process  is  called  the  State  Agency  Quality  Improvement  Program  (SAQIP).  The  program 
addresses  State  survey  activities  generally,  and  fails  to  specifically  assess  dialysis  surveys. 
HCFA  decided  to  move  in  this  direction  for  a  variety  of  reasons.  First,  HCFA  staff  lacks  the 
necessary  expertise  to  evaluate  dialysis  surveyors.  In  our  interviews  with  HCFA  officials  many 
stated  that  they  do  not  have  the  technical  knowledge  to  adequately  assess  the  State  surveyors. 
We  were  also  told  by  HCFA  staff  that  they  do  not  have  the  resources  available  to  regularly 
validate  surveys.  HCFA  staff  believe  it  is  more  effective  to  observe  surveys  because  it  provides 
a  teaching  opportunity. 
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4)  In  your  report,  you  recommend  that  HCFA  hold  individual  dialysis  facilities  more 

accountable  for  the  quality  of  care  they  provide.  How  would  such  a  plan  of  accountability  be 
implemented 

The  primary  way  HCFA  can  hold  individual  dialysis  facilities  more  accountable  is  by  collecting 
and  disseminsting  facility-specific  performance  data  and  using  such  data  in  a  balanced  fashion, 
both  for  improvement  and  enforcement  purposes.  Thus  far,  HCFA  has  primarily  used 
performance  measures  for  improvement  purposes  by  focusing  on  national  and  regional  trends.  It 
is  time,  we  believe,  to  build  on  this  progress  by  using  performance  measures  as  a  key  mechanism 
to  hold  individual  facilities  more  accountable  for  the  care  they  provide.  Performance  data  can 
help  reviewers  ask  better,  more  targeted  questions  about  quality.  If  a  facility's  performance  on  a 
measure  or  a  cluster  of  measures  has  been  declining  over  time,  or  is  consistently  less  than  that  of 
other  facilities  with  a  similar  patient  mix,  then  it  is  reasonable  to  ask  why  and  to  do  so  in  a  public 
forum.  The  answers  might  well  indicate  that  such  a  facility  is  actually  a  top-quality  one,  with 
sound  reasons  for  its  statistical  ranking.  Or,  they  could  indicate  that  the  facility  does  have 
problems  warranting  attention. 

We  recommended  that  HCFA,  with  input  from  the  professional  community  and  from  patients 
and  patient  advocates,  determine  a  new  core  set  of  facility-specific  clinical  indicators  that  will  be 
used  to  help  facilities,  Networks,  State  survey  agencies,  and  the  public  assess  the  quality  of  care 
I  at  a  facility.  Once  an  electronic  data  collection  system  and  data  validation  procedures  are  in 
place,  HCFA  should  generate  quarterly,  facility-specific  reports  that  compare  facilities  to  their 
own  past  performance  and  to  their  peers  at  the  State,  Network,  and  national  levels  for  each  of  the 
performance  indicators  in  the  core  set.  The  data  in  these  reports  should  be  made  readily  available 
to  all  parties:  the  facilities,  the  Networks,  the  State  agencies,  and  through  Internet  websites  (and 
perhaps  even  postings  in  facilities),  to  the  general  public.  Such  data  can  help  facilities  gain  a 
better  sense  of  how  the  facility  is  performing  and  can  provide  the  leadership  with  valuable 
leverage  for  initiating  charxge.  Networks  can  use  facihty-specific  performance  data  to  identify 
outlier  facilities  that  have  continued  poor  performance  and  to  identify  best  practices.  State 
survey  agencies  can  use  performance  measures  together  with  other  information  to  help  guide  the 
surveyors  when  they  perform  surveys  or,  in  cases  when  the  information  seems  compelling 
enough,  influence  when  they  decide  to  conduct  a  survey.  Finally  and  most  importantly,  the 
public  can  use  performance  data  to  help  make  informed  decisions  and  to  foster  public 
accountability. 
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Page  4  -  The  Honorable  Charles  E.  Grassley 

I  hope  this  letter  is  responsive  to  your  questions.  Please  feel  free  to  contact  me,  or  your  staff  may 
contact  Helen  Albert,  Director  for  External  Affairs  at  (202)  260-8610  if  we  can  be  of  any 
assistance. 


Sincerely  yours. 


Deputy  Inspector  General 

for  Evaluation  and  Inspections 
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National  Rcnal  Administaatoas  Association 


July  5,  2000 

Senator  Charles  E.  Grassley 
Chairman 

Senate  Special  Committee  on  Aging 
Washington,  D.C.  20510-6400 

Dear  Chairman  Grassley: 

Thank  you  for  writing  with  follow  up  questions  to  the  June  26  hearing  on  quality  of  care  provided 
by  Medicare's  End  Stage  Renal  Disease  Program. 

In  answer  to  your  first  question  on  training  programs  for  dialysis  technicians  I  have  enclosed  a  copy 
of  the  draft  revised  training  program  the  state  of  California  is  planning  to  institute  for  dialysis 
technicians  later  this  year.  This  revised  training  program  is  similar  to  other  state  technician  training 
programs. 

In  answer  to  your  second  question  about  effective  remedies  to  improve  qualit>'  of  care,  the  NRAA 
believes  that  if  dialysis  facilities  were  surveyed  every  three  years  they  would  more  likely  be  in 
compliance  with  HCFA's  guidelines  on  a  regular  basis.  Further,  the  association  would  suggest  that 
given  the  limited  resources  state  surveyors  have,  that  the  next  three  year  survey  should  be  relatively 
brief  for  those  with  good  previous  surveys  so  that  the  bulk  of  funding  could  be  used  to  target 
facilities  with  poor  track  records.  Lastly,  the  NRAA  believes  that  intermediate  sanctions  may  be 
another  way  to  create  incentives  for  poorly  p>erforming  facilities  to  improve  quality  of  care  to  their 
dialysis  patients. 

Our  answer  to  your  third  question  about  the  effectiveness  of  termination  with  plan  of  correction,  is 
similar  to  our  answer  to  the  previous  question.  More  frequent  surveys  in  coordination  with  the 
ESRD  Networks  will  create  the  best  incentives  to  ensure  quality  of  care  for  patients.  The  NRAA 
strongly  believes  that  dialysis  patient  specific  profiling  by  the  networks  in  conjunction  with  triennial 
state  surveys  is  the  most  desirable  way  to  keep  dialysis  facilities  on  their  toes  providing  the  best  care 
possible  to  their  patients.  As  the  ESRD  Networks  are  the  most  knowledgeable  about  quality  of  caie 
in  dialysis  facilities,  requiring  them  to  monitor,  analyze  and  report  back  patient  specific  data  to 
dialysis  facilities,  in  relation  to  their  peers  in  the  state  and  nation,  will  incentivize  facilities  to 
improve  their  outcomes.  If  facilities  do  not  respond  to  the  patient  profiling,  then  the  networks  should 
work  with  the  facility  to  develop  a  plan  of  care  to  improve  patient  outcomes  and  monitor  the 
facility's  progress  in  fulfilling  the  plan  of  care. 
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The  association  would  also  like  to  set  the  record  straight  about  dialyzer  re-use.  Currently, 
approximately  eighty  percent  of  freestanding  and  hospital-based  dialysis  facilities  reprocess 
dialyzers  that  are  re-used  on  the  same  patient.  All  dialysis  facilities  must  meet  the  American 
Association  of  Medical  Instmmentation  (AAMI)  guidelines  on  reprocessing  dialyzers.  The  AAMI 
guidelines  are  included  in  the  Medicare  ESRD  Conditions  of  Coverage  and  the  state  surveyors  use 
these  standards  to  determine  compliance  with  reprocessing  rules.  AAMI  updates  these  guidelines 
periodically  and  the  latest  guidelines  become  a  part  of  the  ESRD  Conditions  of  Coverage  by 
reference. 

Further,  there  was  some  question  as  to  whether  Medicare  was  paying  for  new  dialyzers  when  dialysis 
facilities  were  actually  reprocessing  them.  The  cost  of  the  dialyzer  is  included  in  Medicare's 
composite  rate  paid  to  dialysis  facilities  for  each  dialysis  treatment.  As  the  composite  rate  has  been 
essentially  frozen  since  1983  when  it  was  created,  except  for  a  $2  decrease  in  1986,  a  $1  increase 
in  1991,  and  a  1.2%  increase  in  2000,  it  no  longer  reflects  the  cost  of  providing  a  dialysis  treatment. 
According  to  MedPAC's  March  2000  Report  to  the  Congress,  three-fourths  of  dialysis  facilities  were 
paid  less  than  their  costs  for  dialysis  treatments  in  1998.  Further,  dialysis  facilities  must  submit  cost 
reports  to  HCFA  annually  which  reflect  that  the  majority  of  dialysis  facilities  have  been  reprocessing 
dialyzers  for  over  a  decade.  Therefore,  to  the  extent  that  costs  are  taken  into  consideration  by 
MedPAC  and  HCFA,  the  cost  of  reprocessing  dialyzers  and  the  cost  of  new  dialyzers  is  taken  into 
account  in  determining  what  the  appropriate  composite  rate  reimbursement  should  be. 

Thank  you  again  for  the  opportunity  to  provide  further  information  for  the  hearing  record. 


Sincerely, 
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STATE  OF  CALIFORNIA 
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Chapter  7.7  Certified  Hemodialysis  Technician  Program 
Article  1 .  Definitions. 
75600.  Agency. 

Agency  means  a  private  school,  organization  or  individual  approved  by  the 
Department  to  provide  a  continuing  education  course  and  a  certification  training 
program  for  hemodialysis  technicians. 

75602.  Clinical  Training. 

Clinical  training  means  that  portion  of  the  orientation  program  and  the 
certification  training  program  which  includes  instructions  and  demonstrafon  of 
patient  care  skills  relating  dialysis  treatment  by  an  Instructor  and  a  return 
demonstration  of  competence  in  these  skills  by  the  trainee. 

75605.  Continuing  Education, 

Continuing  education  means  provision  of  health-related  courses  for  certified 
hemodialysis  technicians  by  a  clinic,  unit,  agency,  public  educational  institutional 
or  in  the  facility  where  the  hemodialysis  technician  is  employed. 

75607.  Core  Curriculum. 

Core  curriculum  means  a  description  of  each  category  of  ^tudy  within  a  program 
which  covers  the  minimum  knowledge  and  skills  required  for  hemodialysis 
technicians  and  builds  on  their  knowledge  in  a  logical  and  methodical  manner. 

75610.  Gross  Negligence. 

Gross  negligence  me^ns  the  failure  of  a  person  to  exercise  any  care,  or  the 
exercise  of  so  little  care  that  it  is  apparent  that  the  person  is  indifferent  to  the 
consequences  of  his  or  her  conduct  and  to  the  welfare  of  others. 

75612.  Hour. 

Hour  means  fifty  (50)  minutes  of  participation  in  an  organized  learning 
experience.  Each  hour  of  classroom  theory  shall  be  accepted  as  one  (1)  hour  of 
certification  training,  in-sen/ice  training  or  continuing  education. 

75615.  Immediate  Supervision. 

Immediate  supervision  means  that  a  supervisor  shall  be  present  in  the  same 
room  in  which  the  person  being  supervised  demonstrates  the  clinical  skills. 
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75617.  Incompetence. 

Inccmpetence  means  that  a  certified  hemodialysis  technician  does  not  possess 
or  fails  to  exercise  that  knowledge  and/or  skill  possessed  and  ejcercised  by  a 
reasonable  certified  hemodialysis  technician  under  similar  circumstances. 

75619.  In-Service  Training  Program. 

In-service  training  program  means  a  Department  approved  program  established 
for  hemodialysis  technicians  and  provided  by  a  clinic  or  unit  employer  of 
hemodialysis  technicians, 

75621.  Instructors. 

Instructor  means;  (1)  a  physician  who  qualifies  as  a  medical  director  of  the  clinic 
or  unit;  (2)  a  registered  nurse  employed  by  an  agency  or  public  educational 
institution  with  a  least  two  years  experience  and  one  of  which  is  in  the  treatment 
of  hemodialysis  patients. 

75623.  Preceptors. 

A  registered  nurse,  or  licensed  vocational  nurse  employed  by  the  clinic  or  unit 
who  have  at  least  two  years  experience  in  hemodialysis  within  the  last  twenty- 
four  (24)  months  and  a  current  competency  skills  checklist  on  file  In  the  clinic  or 
unit  may  assist  in  didactic  sessions  and  serve  as  preceptors  for  skills  within  their 
area  of  licensure.  Certified  hemodialysis  technician  with  two  years  experience 
may  also  service  as  preceptors  for  task  oriented  duties  within  their  certification. 

75626.  Hemodialysis  Clinic  /  Unit. 

(a)  Clinic  means  a  licensed  specialty  clinic  for  the  treatment  of  patients  with  end- 
stage  renal  disease. 

(b)  Unit  means  a  specialized  unit  of  a  licensed  clinic  or  licensed  hospital  for  the 
treatment  of  patients  with  end-stage  renal  disease. 

75628.  Public  Educational  Institutbn. 

Public  educational  institution  means  an  accredited  college,  accredited  university, 
a  regional  occupational  center,  a  high  school,  or  adult  education  center  whose 
certified  hemodialysis  technician  training  programs  have  been  approved  by  the 
Department  of  Health  Services,  or  the  Department  of  Consumer  Affairs  and 
offered  by  the  Department  of  Education. 
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75630.  Student  Performance  Standard. 

Student  performance  standard  means  a  standard  which  Is  used  as  a  method  of 
measuring  trainee  learning. 

Article  2.  Administration. 

75633.  Administrative  Policies  and  Procedures. 

(a)  Each  clinic,  unit,  agency  or  public  education  institution  providing 
hemodialysis  technician  training  shall  develop  and  implement  written 
administrafve  and  management  policies  to  govern  the  administration  and 
management  of  the  training  program,  and  the  instructors.  Such  policies  shall  be 
reviewed  annually  and  revised  as  often  as  the  clinic,  unit,  agency  or  public 
educational  institution  detennlnes  necessary.  A  copy  of  the  policies  shall  be 
made  available  upon  request  to  the  Department. 

(b)  Policies  shall  include  but  not  be  limited  to: 

(1)  Job  descriptions  detailing  qualifications,  duties,  responsibilities,  and 
limitations  for  the  program  director  and  instructors. 

(2)  An  organizational  chart  showing  the  person  in  charge  of  the  program,  the 
lines  of  authority,  responsibility,  communication,  staff  assignments,  and 
schedules. 

(3)  The  method  of  monitoring  instructors  by  the  individual  responsible  for  the 
training  program. 


(4)  The  ratio  of  students  to  instructor(s)  for  the  clinical  training,  not  to  exceed  a 
ratio  of  one  (1)  instructor  to  five  (5)  students. 

(5)  How  student  absenteeism  and  makeup  classes  will  be  handled. 

(c)  Except  during  training  under  immediate  supervision,  no  person  shall 
provide  services  as  a  hemodialysis  technician  without  being  certified. 

(d)  No  clinic,  unit,  agency  or  public  institution  shall  make  a  claim  that 
completion  of  their  program  may  lead  to  a  student  receiving  a  hemodialysis 
technician  certification  unless  their  program  has  been  approved  by  the 
Department 

75635.  Director  of  Staff  Development  or  Instructor. 

(a)  Each  clinic,  unit,  agency  or  public  educational  instrtution  providing 

hemodialysis  technician  training  shall  be  responsible  for  hiring  qualified  staff 
and  shall  submit  a  resume  to  the  Department  reflecting  the  qualifications  of  a 
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Director  of  Staff  Development  (DSD)  or  Instmctor  who  must  be  approved  by  the 
Department.  In  a  clinic  or  unit,  a  licensed  nurse  who  meets  the  qualification  in 
this  section  may  provide  the  training  in  place  of  the  DSD  when  the  DSD  Is 
absent  due  to  illness  or  vacation  or  when  the  DSD  has  tenninated  employment. 
In  the  latter  instance  the  clinic  or  unit  must  show  evidence  of  recruitment 
efforts.  A  copy  of  the  resume  must  be  kept  on  file  at  the  clinic,  unit,  agency,  or 
public  educational  institution.  The  Department  shall  be  notified  within  thirty  (30) 
calendar  days  following  the  employment  of  a  new  Director  of  Staff  Development 
or  Instructor. 

(1)  Submission  of  a  resume  shall  be  deemed  to  occur  on  the  date  the  resume  is 
received  by  the  Department, 

(2)  A  resume  shall  be  considered  complete  when  it  clearly  addresses  all  the 
qualifications  required  by  the  Department 

(b)  The  Department  shall  infonti  the  facility,  agency  or  public  Institution  within  30 
days  that  it  is  complete  and  accepted  or  that  is  deficient  and  what  specific 
infomnation  or  documentation  Is  required  to  complete  the  resume. 

(b)  Department's  maximum  time  period  to  approve  a  resume  for  an  Instructor  or 
Director  of  Staff  Development  shall  be  sixty  (60)  calendar  days,  from  the  receipt  of 
the  Initial  application  to  the  final  decision  regarding  the  resume.  To  prevent  delays, 
the  Department  may  provide  telephone  approvals  whenever  possible.  Telephone 
approvals  shall  be  followed  by  written  confirmations. 

(c)  The  clinic  or  unit,  agency,  or  public  educational  institution  Is  responsible  for 
assuring  that  the  DSD  or  Instructor  who  teaches  the  certification  training  program 
meets  the  following  qualification  requirements:  a  registered  nurse  with  at  least  2 
years  experience  and  one  of  which  Is  In  the  treatment  of  hemodialysis  patient. 

75638.  Program  Flexibility. 

(a)  All  clinics,  units,  agencies  and  public  education  institutions  are  required  to 
maintain  compliance  with  licensing  requirements  in  Sections  75600  through  75693 
These  requirements  shall  not  prohibit  the  use  of  alternate  concepts,  methods, 
procedures,  techniques  or  personnel  qualifications  or  the  conducting  of  pilot 
projects,  provided  such  exceptions  are  carried  out  without  reduction  in  the  quality 
of  the  hemodialysis  technician  training  program,  the  quality  of  patient  care  in  the 
clinic  or  unit,  or  the  ability  of  the  certification  training  program  to  prepare 
hemodialysis  technicians  for  certifications.  Such  exceptions  may  only  be  carried 
out  with  the  prior  written  approval  of  the  Department  which  shall  provide  for  the 
terms  and  conditions  under  which  the  exception  is  granted.  A  v/ritten  request  and 
substantiating  evidence  supporting  the  request  shall  be  submitted  by  the  applicant 
or  licensee  to  the  Department. 
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(b)  Submission  of  a  request  for  program  flexibility  must  be  made  in  the  format  and 
on  a  form  developed  by  the  Department.  Form,  DHS  5000  5/92  is  hereby 
incorporated  by  reference.  Sul^mission  of  the  program  flexibility  request  shall 
be  deemed  to  occur  on  the  date  the  request  is  received  by  the  Department 
This  form  can  be  obtained  by  writing  to  the  Department  at  the  address  specified 
in  Section  75673. 

(c)  A  request  is  considered  complete  when  the  hemodialysis  clinic  or  unit,  agency, 
or  public  institution  has  fully  described  how  it  intends  to  meet  the  regulatory 
requirement  in  an  alternate  manner. 

(d)  Any  approval  of  the  Department  granted  under  this  Section,  or  a  true  copy 
thereof,  shall  be  posted  Immediately  adjacent  to  the  clinic  or  hospital  license. 

Article  3.  Program  Components. 
75640.  Orientation  Program. 

(a)  An  orientation  program  shall  be  provided  by  each  clinic  or  unit  Each  clinic 
must  submit  for  the  Departments  approval  a  written  plan  describing  its  orientation 
program.  Facilities  which  already  have  a  written  plan  approved  when  these  occur. 
To  be  considered  complete,  any  new  program  plan  shall  include  the  following. 

(b)  Experienced  hemodialysis  technicians,  certified  and  non-certified  hemodialysis 
technicians  shall  receive  eighty  (80)  hours  of  documented  orientation.  The 
orientation  program  shall  include  classroom  and  clinical  instruction,  and  must  be 
completed  within  two  weeks  of  employment. 

(What  of  part  time  employees?  72  hours  not  80  hours  of  orientation  if  facility  ; 
operates  with  3  (12)  hour  shifts  per  week.) 

The  first  eight  hours  of  orientation  shall  be  conducted  prior  to  providing  direct 
patient  care.  Orientation  related  to  the  following  facility  -  specific  subjects  shall 
be  provided  at  the  facility  where  the  certified  or  non-certified  hemodialysis 
technician  is  employed: 

(For  example) 

(a)  A  tour  of  the  facility,  including  a  description  of  the  patient  population, 
description  of  the  daily  routine  for  patient  and  demonstration  of  the  use  of 
equipment. 

(b)  Instruction  in  the  prevention  and  management  of  catastrophe  and  other 
Unusual  occun-ences.  including  but  not  limited  to  emergency  procedures 
relating  to  fire  and  disaster  preparedness. 

(c)  Introduction  to  basic  patient  care,  which  includes  supervised  clinical  training 
prior  to  a  patient  care  assignment 

(The  work  group  needs  to  detemnine  what  items  need  to  be  included  during  this 
initial  period  of  orientation.  Also,  is  this  80-hour  program  going  to  be  provided  in 
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addition  to  the  480-hour  certification  program  suggested  for  hemodialysis 
technicians.)?  To  be  included  in  orientation  unit  specific  policy/procedures. 
Orientation  should  be  given  in  addition  to  the  training  program. 

75643,  Certification  Training  and  Competency  Evaluation  Program. 

(a)  A  certification  training  shall  be  conducted  either  directly  by  a  clinic  or  unit  or 
through  an  agreement  with  another  clinic,  unit,  agency,  or  public  educational 
institution  approved  by  the  Department.  All  providers  of  certification  training 
and  competency  evaluation  programs  shall  meet  both  state  and  federal 
requirements. 

(b)  When  a  clinic  or  unit  provides  a  certification  training  program  through  another 
clinic,  unit,  agency  or  public  educational  institution  there  shall  be  a  written 
agreement  signed  and  dated  by  the  authorized  representatives  of  each  party. 
Agencies  and  public  educational  institutions  must  develop  the  training 
schedule  with  the  clinic  or  unit  and  provide  the  above  record  to  the  clinic  or 
unit.   Agencies  and  public  educational  institutions  which  use  a  clinic  or  unit 
as  a  clinical  skills  training  site  for  certification  training  shall  keep  a  record  for 
each  student,  which  includes:  the  date,  the  time  of  the  training,  and  the  name 
of  the  qualified  instructor.  The  agency  and  public  educational  institution 
providing  the  training  must  retain  these  records  for  a  period  of  four  (4)  years 
starting  from  the  date  each  class  begins.  The  certification  training  program 
records  shall  be  kept  available  for  the  Department's  inspection  for  a  period  of 
four  (4)  years  from  the  date  the  Department  approves  it.  The  training 
records  for  trainees  who  have  successfully  completed  the  program  shall  be 
available  for  the  Department's  inspection  for  period  of  four  (4)  years  from  the 
date  of  enrollment.  The  training  records  for  trainees  who  have  not 
successfully  completed  the  program  will  be  reviewed  to  determine  the  reason 
for  the  trainee  did  not  complete  the  program  and  whether  issues  exist  which 
need  quality  improvement. 

(c)  A  contractor  who  provided  certification  training  for  a  clinic  or  unit  by 
agreement  shall  be  responsible  for  the  program  in  its  entirety.  This  shall 
include  furnishing  the  staff  to  teach  theory  and  supervise  the  clinical  training 
of  the  program.  Clinics  or  units  shall  only  contract  with  a  Department 
approved  training  programs. 

(d)  A  contractor  which  provides  a  certification  training  for  an  clinic  or  unit  by 
agreement  shall  be  responsible  for  the  program  in  its  entirety.  This  shall 
include  furnishing  the  staff  to  teach  theory  and  supervise  the  clinical  training 
of  the  program. 

(e)  A  contractor  shall  maintain  evidence  that  all  health  professional  staff 
participating  in  the  training  program  are  currently  licensed,  registered  or 
certified  in  there  area  of  expertise. 
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(f)  A  trainee  shall  complete  the  program  and  the  competence  evaluation  within 
nine  (9)  months  of  the  initiation  of  the  certification  training  program. 

(g)  A  newiy  hired  non-certified  hemodialysis  technician  shall  be  enrolled  In  a 
certification  training  program  within  thirty  (30)  days  of  the  date  of 
emptoyment 

(h)  Each  clinic,  unit,  agency  or  public  educational  institution  shall  submit  a 
request  for  the  Departments  review  and  approval  thirty  (30)  days  prior  to  a 
change  in  core  curriculum  content,  training  hours  or  contracted  services. 

(i)  The  minimum  training  standards  for  persons  certified  as  hemodialysis 
technicians  after  July  1 ,  2001  are  as  follows:  A  minimum  of  a  480-+»ours  of 
training  shall  be  completed  with  a  period  of  two  hundred  eighty  (260)  calendar 
days.  The  training  shall  include  not  less  than  300  hours  for  Clinical 
Perfonnance.  Training  shall  include  but  not  to  be  limited  to,  instr\JctJon  in  the 
following  subjects: 
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75646.  Classroom  Instruction: 

(A)  Dialysis  Overview, 

(1)  Principles  of  Dialysis. 

(2)  History  of  Dialysis. 

(3)  Concepts  of  fluid  and  particle  dynamics  including  diffusion,  osmosis  and 
ultrafiltration. 

(4)  Definitions  and  tenninology. 

(5)  Communications  skills. 

(6)  Medical  ethics  and  professional  performance. 

(7)  Confidentiality  of  patient  medical  records  and  infomiation. 

(8)  Patient  rights  and  responsibilities. 

(9)  Multidisciplinary  team  process. 

(10)  Quality  assurance(QA)  and  continuous  quality  improvement  (CQl). 

a.  Principles  of  QA/CQl. 

b.  Role  of  the  technician  in  quality  assurance  activities. 

(11)  Psychosocial  and  Financial  Issues  including  dealing  with  difficult  patients. 

(12)  Renal  organizations  and  resources. 

(B)  Body  Systems  Review. 

(1)  Cardiovascular  System. 

(2)  Renal  System  Anatomy  and  Physiology. 

(3)  Pathology  of  Renal  Failure. 

(4)  Hemotologic  Aspects  of  Renal  Failure, 

(6)  Fluids,  Electrolyte  and  Acid-Base  Balance. 

(C)  Treatment  Modalities. 

(D)  Renal  Diet  and  Blood  Chemistries. 

(E)  Infectious  Diseases. 

(1)  Basic  concepts  regarding  the  science  of  microorganisms  and  transmission  of 
infectious  diseases. 

(2)  Blood  borne  pathogens,  hepatitis,  and  other  infectious  and  communicable 
diseases. 

(3)  Prevention  and  control: 

(a)  Standard  universal  precautions. 
*  (b)  Methods  of  sterilization. 

(c)  Methods  of  disinfection, 

(d)  Isolation  techniques. 

(e)  Aseptic  techniques. 
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(F)  Dialysis  Systems  and  Equipment 

(1)  Fluid  delivery  systems. 

(2)  Composition  and  preparation  and  monitoring  of  Dialysate. 

(3)  Water  treatment. 

(4)  Dialyzers  including  design  and  performance  characteristics. 

(5)  Dialyzer  re-use. 

(6)  Electric  safety. 

(7)  Cleaning,  disinfection  and  sterilization  for  all  systems  and  equipment 

(G)  Routine  aspects  of  dialysis  care. 

(1)  Anticoagulation  Therapy  e.g.,  Heparin. 

(2)  Local  anesthetics  e.g.,  Lidocaine. 

(3)  Sodium  chloride  solutions. 

(4)  Vital  Signs. 

(5)  Fluid  Management  calculations. 

(6)  Patient  Monitoring. 

(7)  Blood  pressure,  weight  change  and  ultrafiltration. 

(8)  Monitors  for  Hemodialysis. 

(9)  Medical  Records/  Charting. 

(10)  Medication  common  in  dialysis:  indications,  side  effects  and  interactions  of 
medication  commonly  prescribed  for  dialysis  patients. 

(1 1)  Awareness  of  ou'icome  and  goals  for  patient  care. 

(H)  Hemodialysis  Vascular  Access  to  the  Circulation:  surgical  creation,  post- 
operative care  use  and  observations. 

(I)  Medical  Problems  Common  During  Dialysis. 
(J)  Complications  of  Renal  Failure. 

(K)  Special  consideration  for  patients  with  diabetes,  cardiac  and  respiratory 
disease;  geriatric,  pediatric,  and  new  dialysis  patients. 

(L)  Other  Modalities  e.g.,  peritoneal  dialysis  and  renal  transplantation. 

11  Clinical  Performance. 

During  the  clinical  performance  section  of  the  training  the  Hemodialysis 
Technician  will  demonstrate  competency  in  all  areas  of  the  clinical  performance 
outlined. 

(A)  Principles  of  dialysis;  understands  and  applies  basic  knowledge,  theory,  and 
principles  behind  each  procedure  consistent  with  accepted  standards. 
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(B)  Dialysis  procedures  to  include: 

(1)  Infection  control  and  aseptic  technique. 

(2)  Adherence  to  universal  (standard)  precautions. 

(3)  Review  of  patient  care  plans  and  dialysis  prescription  prior  to  dialysis  thelrapy. 

(4)  Vital  signs  (body  weight,  blood  pressure,  pulse,  temperature  and 
respiration's);  performance  and  reporting  of  unusual  findings.  ' 

(5)  Observation  and  reporting  patient  condition  pre,  during  and  post-dialysis 
treatment 

(a)  Follow  plan  of  action,  frequency  of  checks  and  appropriate  response  to 
changing  situations. 

(b)  Recognize  signs  and  symptoms  of  hypotenion;  administering  nomial 
saline,  reporting  to  charge  nurse,  and  rechecking  patient  vital  signs. 

(6)  Fluid  management;  calculations  of  total  volume  to  remove,  calculating 
transmembrane  pressure  (TMP)  when  applicable,  setting  the  dialysis  machine 
to  achieve  prescribed  fluid  removal,  and  adjusting  fluid  management  when 
necessary. 

(7)  Initiation  and  temii'nation  of  dialysis. 

(8)  Delivering  an  adequate  dialysis  treatment  according  to  the  written  prescription 
and  factors  which  may  result  in  inadequate  treatment. 

(9)  Glucose  monitoring  and  hemoglobln/hematocrit  monitoring. 

(1 0)  0btaining  blood  specimens  for  laboratory  analysis. 

(1 1)  Complications  of  dialysis.  Anticipates,  observers,  acts  appropriately,  reports 
and  follows-up  on  patients  complications. 

(a  Air  Embolism. 

(b)  Hypersensitivity  Reaction. 

(c)  Anaphylactoid  Reaction, 

(d)  Blood  and  Drug  Reactions. 

(e)  Chest  pain. 

(f)  Convulsions. 

(g)  Dialyzers;  Blood  teaks,  Clotting,  Line  disengagement,  Reciruiatlon. 

(h)  Fever. 

(0  First  Use  Syndrome 

(i)  Hemolysis, 
(k)  Hypertension. 
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(I)  Idiogenic  Osrnolar  Shift, 
(m)  Itching  and  Restlessness, 
(n)  Leg/Muscle  Cramps, 
(o)  Nausea  and  Vomiting. 

(p)  Pyrogen  Reaction. 

(q)  Severe  Hypobolemic  Shoci<. 

(r)  Shortness  of  Breath. 

(s)  Sterilant  Infusion. 

(12)  Understands  and  applies  emergency  procedures  and  responses  to  the 
complications  to  hemodialysis  treatment,  e.g.,  cardiopulmonary  resuscitation. 

(13)  Patient  ancillary  care  needs,  e.g.,  supplemental  oxygen,  patient 
transfer/transport, 

(14)  External  and  internal  disaster,  fire,  natural  disasters,  and  emergency 
preparedness. 

(15)  Safety,  quality  control  and  continuous  quality  improvement 

(16)  Medical  records  and  charting;  documents  all  patient  care  activities  and 
intervention  utilizing  appropriate  medical-legal  guidelines  and  terminology. 

(C)  Hemodialysis  Equipment  and  Devices. 

(1)  Dialyzers  models  and  performance  characteristics. 

(2)  Priming  of  dialyzers  and  extracorporeal  circuit  for  patient  use;  correct  dialyzer 
prescription  for  a  specific  patient, 

(3)  Technical  aspects  of  equipment  function  and  monitoring. 

(4)  Fluid  delivery  systems  startup  and  shutdown. 

(6)  Performance  of  appropriate  safety  tests  for  the  presence  or  absence  of 
sterilants  In  the  fluid  delivery  system  prior  to  patient  use. 

(6)  Dialysate  composition,  options  indications,  complications,  monitoring  and 
safety, 

(7)  Monitoring  dialysate  prescriptions,  conductivity,  temperature  and  flow. 

(8)  Testing  machine  monitors  and  alanns  according  to  facility  protocols. 

(9)  Trouble  shooting  and  response  to  alarm  conditions. 

(10)  Cleaning,  disinfection  and  sterilization  of  equipment. 

(D)  Water  Treatment 

(1)  Standards  used  for  dialysis  Association  from  the  Advancement  of  Medical 
Instrumentation  (AAMI)  Standards  and  Recommended  Pract'ces.  Volume  3 
Dialysis,  current  edrtion. 

(2)  Systems  monitoring. 
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(3)  Performance  of  appropriate  safety  tests  for  the  presence  of  residual  sterilarvts 
or  disinfectants  in  tile  water  pathway. 

(4)  Water  contaminates  and  potential  complications. 

(5)  Knowledge  and  application  of  emergency  inten/entions. 

(E)  Reprocessing  of  Diaiyzers. 

(1)  Understands  and  applies  the  principles  of  reuse. 

(2)  Safety,  quality  controls,  universal  precautions  and  water  treatment. 

(3)  Labeling  of  dialyzer  with  patient  name,  date  reprocessed,  reuse  number  and 
fiber  bundle  volume. 

(4)  Priming  of  reprocessed  diaiyzers  and  extracorporeal  circuit  for  patient  use; 
correct  dialyzer  for  a  specific  patient. 

(5)  Performance  and  significance  of  appropriate  safety  tests  for  the  presence  of 
germicides  or  sterilants  for  reprocessed  diaiyzers  to  assure  sterility. 

(6)  Performance  and  documentation  of  safety  test  for  the  absence  of  residual 
germicides  or  residual  sterilants  prior  to  patient  use. 

(7)  Standards  for  reuse  as  described  In  the  American  National  Standani,  Reuse 
of  Hemodialyzers,  1993  Edition,  published  by  the  AAMI,  or  most  recent 
published  edition. 

(8)  Knowledge  of  potential  complications  of  reuse  and  application  of  emergency 
interventions. 

(F)  Patient  teaching  to  include:  the  role  of  the  tectinician  in  supporting  patient 
education  goals. 

(G)  Infection  control  and  safety  to  include: 

(1)  Basic  concepts  regarding  the  science  of  microorganisms,  epidemiology  and 
transmission  of  infectious  diseases. 

(2)  Risks  of  nosocomial  infections,  accidents,  and  errors  In  treatment. 

(3)  Adherence  to  universal  (standard)  precautions,  aseptic  technique, 
disinfection,  sterile  technique,  Isolation  technique,  and  specimen  handling. 

(4)  Risks  to  employees  of  blood  and  chemical  exposure. 

(5)  Knowledge  and  application  of  CAL  OSHA  regulations,  and  other  applicable 
state,  federal  and  local  laws.  . 

(6)  Electrical,  fire,  disaster,  environmental  safety,  and  hazardous  substances. 

(H)  Participation  in  quality  assurance  (QA),  and  continuous  quality  Improvement 
(CQI)  activities. 

(J)  Cannulation  of  Arteriovenous  (AV)  Fistulae  and  Grafts. 

(I)  Observation,  inspection,  reporting  of  patency ,  infection,  and  other  signs  and 
symptoms  of  complications, 

(2)  Needle  site  preparation;  using  aseptic  technique. 
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(3)  Use  and  administration  of  local  anesthetics  via  intrademrial  injection, 

(4)  CoHBCt  needle  placement  and  prevention  of  complications. 

(5)  Knowing  when  to  call  for  assistance  with  difficulty  in  needle  placement 

(6)  Securing  AV  fistula  needles  to  prevention  dislodgment. 

(7)  Achieving  hemostasis  at  needle  sites  following  needle  removal. 

(8)  Dressing  of  needle  puncture  sites  post-dialysis. 

(9)  Signs  and  symptoms  to  report  pre,  during  and  post-dailysis. 

(K)  Administration  of  normal  saline  solutions,  anticoagulants  and  local 
anesthetics: 

(1)  Safe  medication  administration  practice. 

(2)  Identifying  and  double  checking  the  con^ct  label  on  medication  vial  prior  to 
use, 

(3)  Lafc>el  all  syringes  with  medication  content 

(4)  Check  the  patient's  order  on  patient  care  plan. 

(5)  Preparation  and  administration  of  the  con^ct  dose  and  observing  for 
complications, 

(6)  Indication  for  administration. 

(7)  Dosages,  strengths  and  types. 

(8)  Potential  complications  and  precautions. 

(9)  Knowledge  of  signs  and/or  symptoms  of  allergic  reactions  and  /or 
anaphylaxis. 

(10)  Correct  response  to  an  allergic  reaction  and  or  anaphylaxis. 

(11)  Administration  limits. 

(12)  Infomiation  to  report  and  record. 

(13)  Documentation  on  patient  records;  drug,  dose,  route  of  administration,  time 
and  signature. 

75650.  During  clinical  training  and  demonstration  of  skills,  there  shall  be  no 
more  then  five  (5)  trainees  assigned  to  each  agency  or  public  institution  at  any 
time. 

76653.  Preceptor  Staffing  Ratio:  In  a  clinical  care  setting  the  ratio  of  preceptors 
to  trainee  shall  not  exceed  1  to  1,  when  responsible  for  engaged  in  the  provision 
of  direct  patient  care. 

75656.  Reciprocity. 

(a)  An  individual  who  attended  training  and  obtained  a  hemodialysis  technician 
certificate,  out-of-state,  and  is  not  Bonent  certified  must  become  certified  by  the 
Department  before  he  or  she  can  work  as  a  Certified  Hemodialysis  Technician  in 
California.  The  individual  must  submit  to  the  Department  a  copy  of  their 
certificate  of  training  and  the  didactic  curriculum.  Only  original  documents  and 
transcripts  from  out  of  state  will  be  accepted  by  the  Department  for  equivalency 
consideration.  If  the  certification  training  program  completed  meets  the 
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regulatory  requirements,  the  Department  will  issue  the  individual  a  hemodialysis 
technician  certificate  within  thirty  (30)  of  the  date  of  the  application..  If  the 
Department  detemiines  that  the  training  program  completed  does  not  meet  the 
same  criteria  for  training  outlined  herein,  the  individual  must  take  classes  in  those 
areas  required  by  these  regulations  to  be  certified.  Following  the  completion  of 
the  required  classes,  the  individual  shall  submit  to  the  Department  a  document 
from  the  training  program  verifying  that  he  or  she  has  successfully  completed 
the  required  classes.  The  Department  will  then  issue  the  individual  a  certificate. 

(b)  When  employed  the  newly  certified  individual  will  be  required  to  complete  a 
competency  sKllls  check  list.  The  clinic  or  unit  shall  assess  individual's 
competency  to  provide  quality  patient  care  before  assigning  the  individual  to 
direct  patient  care.  If  the  individual  is  not  found  to  be  competent  to  provide 
patient  care;  the  individual  shall  be  required  to  obtain  additional  instruction  in  the 
areas  required  by  these  regulations.  Once  the  required  instruction  has  been 
completed  the  clinic  or  unit  will  conduct  a  follow-up  competency  assessment. 
The  clinic  or  unit  may  not  assign  the  individual  to  patient  care  until  he  or  she  has 
been  found  to  be  competent  to  provide  patient  care. 

75659.  New  Employee. 

A  new  employee  with  California  CHT  shall  not  be  assigned  to  provide  direct 
patient  care  until  the  competency  assessment  has  been  completed.  A 
registered  nurse  who  Is  qualified  as  an  instructor  shall  be  responsible  for  a 
written  evaluation  of  each  clinical  skill  demonstrated  by  the  employee  and  shall 
determine  the  individual's  competency  and  ability  to  provide  patient  care.  The 
written  evaluation  shall  be  retained  in  the  employee's  personnel  file. 

75662.  Trainee  Evaluation. 

Each  trainee  shall  be  evaluated  on  a  bi-monthly  weekly  basis  during  the  training 
program  to  ascertain  the  trainee's  progress. 

75665.  Competency  Test: 

(a)  A  facility,  agency,  public  institution  providing  a  hemodialysis  technician 
certification  training  program  shall  develop  a  competency  test,  which  complies 
with  the  minimum  training  standards, 

(b)  A  hemodialysis  technician  shall  successfully  complete: 

(1)  a  written  examination  to  validate  knowledge  and  skills  and 

(2)  a  skills  checklist  to  determine  clinical  corripetency. 

75667,  Certified  hemodialysis  technicians  shall  complete  a  competency  test  and 
skills  checklist  at  least  annually. 
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75670.  Qualifications. 

A  clinic  or  unit  shall  require  that  each  prospective  trainees  for  a  hemodialysis 
technician  training  program  have  the  following  qualifications  /  education: 

(a)  high  school  diploma  or  graduate  equivalent  degree  (GED).,to  include 

(b)  communication  skills 

(c)  fluent  In  English  to  include  comprehension,  reading,  writing,  and  speaking 

(d)  current  certification  in  cardiopulmonary  resuscitation  (CPR) 

75673.  Issuance  of  Certificates. 

(a)  The  Director  of  Staff  Development  or  Instructor  shall  notify  the  Department  In 
writing  of  those  individuals  who  have  completed  the  certification  training  program 
and  have  successfully  passed  examinations  testing  ttie  knowledge  and  skills 
related  to  the  training  outlined  herein.  Those  who  do  not  pass  the  examination 
may  be  given  two  more  opportunities  to  take  the  examination  and  pass, 
Notification  of  those  who  passed  or  failed  shall  be  sent  no  later  than  ten  (10) 
working  days  following  the  examinations.  Certifica^on  of  hemodialysis 
technicians  issued  by  the  Department  shall  be  valid  for  four  years. 

(b)  No  part-time  or  full-time  hemodialysis  technician  shall  be  employed  as 
hemodialysis  technician  by  a  facility  beyond  ten  (10)  months  unless  he  or  she  is 
certified. 

(c)  Every  person  applying  for,  holding  or  to  whom  a  certificate  is  Issued,  shall  file 
his  or  her  present  mailing  address  with  the  Department  and  shall  notify  the 
Department  of  an  change  therein.  Applicants  shall  notify  the  Department  in 
writing  or  by  telephone.  The  application  and  subsequent  correspondence  shall 
be  mailed  to  ttie  same  address: 

Department  of  Health  Services 

Licensing  and  Certification 

Nurse  Assistant  Certification  Section 

714/744  P  Street 

P.O.  Box  942732 

Sacramento,  OA  94234-7320 

(d)  Starting  from  ^e  date  the  Department  receives  the  application  for  the 
certificate,  the  Department  shall  inform  the  applicant  within  30  days  whether  the 
application  is  complete  or  whether  it  is  deficient.  If  it  is  deficient  the  Department 
shall  inform  the  applicant  what  specific  areas  need  to  be  changed  to  what 
information  needs  to  be  added. 
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(e)  The  Department  shall  make  a  decision  whether  or  not  to  issue  a  certificate 
within  90  days  from  the  date  the  Department  receives  a  completed  application. 

75676.  For  renewal  of  unexpired  Certificates  after  January  1, 1996  a 
hemodialysis  technicians  shall  submit  a  certification  renewal  application,  an 
application  fee  and  veriUcation  of  the  required  in-service  or  continuing  education 
training  every  four  (4)  yeans. 

(a)  Submission  of  an  application  for  renewal  shall  be  deemed  to  occur  on  the 
date  the  application  is  received  by  the  Department. 

(1)  Starting  from  the  date  the  Department  receives  an  application  for  a  renewed 
certificate  the  applicant  shall  be  Infomned  within  thirty  (30)  whether  the 
application  is  complete  and  accepted  for  filing  or  that  the  application  is 
deficient  and  what  specific  infonnation  is  needed. 

(2)  An  application  is  considered  complete  when  the  correct  fee  is  received  and 
the  accompanying  documentation  verifies  completion  of  required  thirty  (30) 
hours  of  in-service  or  continuing  education  training  in  dialysis  care  of  general 
health  as  required  within  the  four  (4)  year  renewal  period. 

75679.  Fees. 

(a)  Each  individual  shall  submit  a  fee  for  the  issuance  and  renewal  of 
certificates,  and  replacement  of  certificates. 

(1)  The  application  for  certification  fee  shall  be  fifty  dollars  ($50.00). 

(2)  The  renewal  fee  shall  be  fifty  dollars  ($50.00). 

(3)  The  duplicate  fee  for  lost  certificates  shall  be  five  dollars  ($5.00) 

(b)  Payment  by  mail  for  the  required  fee  shall  be  by  personal  check,  cashiers 
check,  certified  check  or  money  order. 


Article  4.  Continuing  Education  and  In-Servk^  Training 

75682.  Provider  Identification  Training  Number. 

The  Department  shall  Issue  a  provider  identification  training  number  to  all 
existing  hemodialysis  clinics  and  units  who  have  an  hemodialysis  technician 
training  program. 

75685.  In-service  Training  Program.  Each  dinlc  or  unit  shall  have  an  ongoing 
in^rvice  program  planned  and  conducted  for  the  devetopment  and 
improvement  of  necessary  skills  and  knowledge  for  the  hemodialysis  technician 
staff.  Each  program  shall  include,  but  not  be  limited  to: 

(1)  Prevention  and  control  of  infections. 

(2)  Fire  prevention  and  safety. 

(3)  Cardiopulmonary  resuscitatran. 
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(4)  !ntemal  and  external  disaster  plans. 

(5)  Accident  prevention  and  safety  measures. 

(6)  All  newly  developed  policies  and  procedures. 

75688.  In-service  Training  and  Continuing  Education  Sources. 

A  hemodialysis  technician  may  obtain  the  in-service  training  or  continuing 

required  from  one  of  the  following  sources: 

(a)  Health-related  courses  offered  by  accredited  post  secondary  institutions. 

(b)  Health-related  courses  offered  by  the  continuing  education  providers 
approved  by  ttie  California  Board  of  Registered  Nursing. 

(c)  Health-related  courses  offered  b  recognized  health  associations  if  the 
department  detemnines  the  courses  to  be  acceptable. 

(d)  Health-related,  employer-sponsored  in-service  training  or  continuing 
education  programs. 

75690.  In-Service  Training  Program  and  Continuing  Education  Course  Record  of 
Attendance. 

(a)  The  clinic,  unit,  agency,  public  educational  institution  shall  provide  each 
certified  hemodialysis  technician  with  a  record  of  the  in-service  training  program 
or  continuing  education  course  he  or  she  has  completed.  The  record  shall 
include: 

(1)  The  individual's  name  and  hemodialysis  technician  certification  number. 

(2)  Title  of  the  program, 

(3)  The  date  and  hours  attended. 

(4)  The  name,  address  and  telephone  number  of  the  organization  or  individual 
providing  the  training. 

(5)  The  name,  professional  title  and  signature  of  the  Director  of  Staff 
Development  or  Instructor. 

(6)  The  provider  identification  number  issued  by  the  Department. 

(7)  The  following  statement:  "This  record  shall  be  retained  by  the  certified 
hemodialysis  technician  for  a  period  of  4  years  starting  from  the  date  of 
enrollment. 

(b)  The  orientation  program  in  clinic  or  unit  and  the  certification  training  program 
shall  not  be  claimed  by  the  hemodialysis  technician  as  in-service  or  continuing 
education  credit 

(c)  Credit  shall  not  be  claimed  for  partial  completion  of  in-service  or  continuing 
education  by  the  certified  hemodialysis  technician. 

(d)  Each  participating  facility,  agency,  or  public  educational  institution  shall  retain 
in-service  or  continuing  education  class  records.  The  records  shall  include  the 
name  and  title  of  presenter,  date  of  presentation,  title  of  subject  presented, 
description  of  content  and  the  signatures  of  those  attending.  The  reconis  shall  be 
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retained  for  a  period  of  four  (4)  years  from  the  date  each  class  starts,  and  shall 
be  kept  available  for  Department  review. 

Article  5.  Adverse  Actions  and  Connective  Remedies 

75693.  Disciplinary  Actions  and  Appeals. 

(a)  The  Department  shall  take  disciplinary  action  against  certified  hemodialysis 
technician  in  accordance  with  the  specifications  in  section  1247.66  of  the 
Business  and  Professions  Code. 

(b)  The  Department  may  deny,  suspend  or  revoke  the  certification  of  a 
hemodialysis  technician  if  it  finds  that  the  individual  is  not  in  compliance  with 
the  provisions  of  section  1247.66  the  Business  and  Professions  Code  or  any 
regulations  adopted  by  the  Department  to  administer  this  article. 

(c)  Proceedings  to  deny,  suspend,  or  revoke  a  certification  under  this  article 
shall  be  conducted  with  Section  1001 17  of  the  Health  and  Safety  Code. 

(d)  At  least  twenty  (20)  business  days  prior  to  the  effective  date  of  the  action,  the 
Department  shall  mail  the  certified  hemodialysis  technician  written  notice  of 
the  proposed  action.  The  Department  shall  send  this  notice  by  certified  mail 
to  the  most  recent  address  on  record  and  shall  indicate  the  reasons  for 
action,  and  shall  include  a  copy  of  the  charges  and  material  upon  which  the 
action  is  based  and  an  explanation  of  the  right  to  respond  verbally  or  in 
writing  to  a  Department  representative  at  an  Informal  hearing.  Persons 
convicted  in  a  court  of  law  are  not  eligible  for  the  informal  hearing  process. 
The  informal  hearing  shall  be  held  at  the  location  designated  by  the 
Department.  The  hemodialysis  technician  must  submit  a  request  for  an 
infomial  hearing  within  fifteen  (16)  business  days  of  receipt  of  the  notice  of 
the  effective  date  of  an  action  to  suspend  or  revoke  his  or  her  certificate.  The 
Department  shall  conduct  the  infomial  within  five  (5)  business  days  of 
receipt  of  a  request  for  a  hearing. 

(e)  Any  certified  hemodialysis  technician  may  forego  the  infonnal  hearing 
process  and  proceed  directly  to  a  formal  administrative  hearing  by  writing  to 
the  Department's  Hemodialysis  Technician  Certification  section  within  twenty 
(20)  calendar  days  of  receipt  of  the  Department's  notice  of  adverse  action. 


(f)  The  Department  must  issue  a  written  decision  to  the  individual  by  certified 
mail  within  five  (5)  business  days  after  close  of  the  infonnal  hearing.  The 
decision  must  notify  the  individual  of  his  or  her  right  to  an  appeal  pursuant  to 
chapter  5  (commencing  with  section  1 1500)  of  part  1  of  division  3  of  title  2  of 
the  Government  Code  if  the  individuals  dissatisfied  with  the  decision.  The 
Aide  and  Tech  Certification  Section  at  the  address  provided  in  section  75673 
within  twenty  (20)  business  days  of  the  decision. 
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FORUM  OF  End  Stage  Renal  Disease  Networks 

July  10,  2000 

Senator  Charles  E.  Grassley 
Chairman 

Senate  Special  Committee  on  Aging 
G3 1  Dirksen  Senate  Office  Building 
Washington,  DC  20510 

Dear  Senator  Grassley: 

The  Forum  of  ESRD  Networks  is  pleased  to  provide  the  following  responses  to  the 
questions  you  posed  in  your  Jime  27,  2000  letter: 

1.  )  How  are  the  NetA>orks  addressing  concerns  that  patient  and  dialysis  facility  staff 
are  reluctant  to  complain  about  poor  care  for  fear  of  retaliation  or  losing  their  jobs? 
Most,  if  not  all.  Networks  allow  a  patient  who  has  submitted  a  grievance  to  remain 
anonymous  (to  the  facihty  and  to  other  involved  agencies,  if  any)  as  long  as  possible 
and  to  identify  the  patient  with  the  grievance  only  when  authorized  by  him/her  to  do 
so.  Many  Networks  have  a  statement  of  Patients'  Rights  and  Responsibilities  that  is 
mailed  to  every  new  patient  which  outlines  the  grievance  procedure  and  which 
specifies  that  the  patient  has  a  right  to  confidentiality  when  filing  a  grie\'ance  with  the 
Netvs  ork.  Patient  names  are  never  included  when  a  grievance  is  reponed  to  HCFA  or 
a  state  stirv'ey  agency.  Many  patient  grievances  are  really  comfort  and  or 
communication  issues  that  do  not  \iolate  standards  of  care  or  pose  a  threat  to  the 
patient's  health.  In  such  cases,  many  Networks  will  attempt,  with  the  patient's 
consent  regarding  identification,  to  arbitrate  the  dispute  to  reach  a  resolution  that  is 
satisfactor>'  to  the  patient.  Network  interventions  in  response  to  a  grievance  may  vary 
from  education  of  facihty  staff  to  a  site  visit  with  requirements  for  a  corrective  action 
plan.  In  the  latter  cases,  Networks  will  follow-up  to  assure  that  the  corrective  action 
plan  has  been  implemented  by  the  facility  and  will  reinvestigate  if  additional  concerns 
are  noted.  Networks  are  process  and  systems  focused,  so  their  emphasis  is  on 
improving  the  processes  and  the  culture  of  the  facility,  not  only  to  resolve  the  stated 
grievance  and  satisfy  the  grievant,  but  also  to  improve  the  care  for  all  patients  at  the 
facihty.  The  Networks  are  sensitive  to  the  issue  of  fear  of  retaliation,  and  are  prepared 
to  investigate  any  patient  allegations  of  retaliation  or  threat  of  retaliation.  However, 
such  allegations  are  very  rare. 

Employee  fear  of  retaliation  for  "whistle  blowing"  to  a  Network  regarding  substandard 
patient  care  practices  is  a  concern,  but  is  not  an  issue  which  the  Networks  nave  the 
authority  to  investigate  or  apply  sanctions.  The  Forum  response  to  the  OIG  report 
recommended  that  this  issue  be  addressed  with  a  clearly  defined  system  for 
responding  to  such  threats. 

2.  )  How  do  Networks  work  with  state  survey  agencies  to  ensure  that  facilities  are 
providing  quality  care  to  their  patients? 
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The  collaboration  between  the  Networks  and  the  state  survey  agencies  was  a  focus  of  both  the  GAO  and  OIG  reports 
and  offers  considerable  opportunities  for  improvement.  There  is  substantial  variation  among  the  fifty  state  survey 
agencies  in  how  they  collaborate  with  their  respective  ESRD  Network.  Since  there  is  no  national  directive  on  how 
these  entities  should  work  together,  the  relationships  vary  fi-om  a  formal  interactive  relationship  (as  the  OIG  report 
described  in  Texas)  to  no  relationship  at  all.  Surveyor  turnover  can  be  a  significant  barrier  to  ongoing  cooperation. 
Some  Networks  assist  in  providing  ESRD  training  to  surveyors.  A  complaint  or  grievance  to  a  Network  about  a 
facility  that  involves  a  potential  violation  of  the  conditions  of  participation  is  referred  to  the  respective  state  survey 
agency.  In  such  cases,  Network  staff  may  accompany  surveyors  on  a  site  visit  to  the  involved  facility  if  Network 
resource  limitations  allow.  More  often,  technical  assistance  to  the  state  surveyors  is  provided  by  telephone.  Many 
Networks  provide  their  educational  materials  to  state  surveyors  and  invite  state  surveyors  to  attend  their  educational 
conferences  (usually  at  reduced  cost).  Profile  reports  provided  to  facilities  by  the  Networks  are  not  released  to  state 
survey  agencies  because  this  would  undermine  the  sanction-fi-ee  quality  improvement  Network-facility  paradigm,  and 
because  release  of  these  data  to  the  state  survey  agencies  would  place  the  data  in  the  public  domain.  State  survey 
agencies  are  generally  aware  of  the  kinds  of  profile  reports  that  the  Networks  provide  to  facilities  and  the  agencies  can 
request  these  reports  fi-om  the  facilities  themselves. 

HCFA  has  recently  drafted  a  policy  memorandum  that  would  strengthen  the  sharing  of  information  between 
Networks  and  state  survey  agencies.  In  their  current  contracts,  the  Networks  are  required  to  share  information  with 
state  survey  agencies  regarding  noncompliant  and/or  uncooperative  providers,  provide  technical  assistance  to  state 
surveyors  in  the  investigation  of  quality  of  care  issues,  and  share  information  necessary  for  the  state  survey  agencies 
to  carry  out  their  legislative  or  regulatory  responsibilities.  Although  state  survey  agencies  are  obligated  to  share 
information  and  support  Networks  in  their  oversight  responsibilities  for  ESRD  facilities,  the  nature  and  extent  of  this 
information  sharing  and  support  was  not  specified.  HCFA  has  requested  that  state  survey  agencies  send  copies  of 
Statements  of  Deficiencies  (HCFA  form  2567)  to  Networks  following  facility  surveys  and  that  in  occurrences  that 
immediately  impact  patients'  welfare  the  state  survey  agencies  should  notify  the  Network  in  advance  of  sending  the 
form  2567.  This  will  allow  the  Network  to  collaborate,  as  resources  allow,  with  the  state  survey  agency  and  the 
affected  facility  in  developing  process  improvements  and  providing  ongoing  monitoring  of  progress. 

3.)  GAO  has  told  us  that  facilities  with  violations  avoid  termination  with  simply  a  plan  of  action  to  address  their 
deficiencies.  Does  the  Forum  or  the  individual  Networks  do  anything  to  follow  up  with  these  facilities? 
In  the  past,  since  the  state  survey  agencies  were  not  required  to  share  the  Statement  of  Deficiency  reports  with  the 
Networks,  such  information  exchange  was  quite  variable,  and  few  Networks  were  informed  of  facility  deficiencies. 
In  cases  where  the  Networks  are  informed  of  facility  deficiencies,  which  should  become  routine  under  the  proposed 
HCFA  policy  memorandum.  Network  interventions  are  limited  to  quality  of  care  issues  (as  opposed  to  governance 
and  documentation  issues  over  which  state  surveyors  also  have  authority).  Such  interventions  would  be  process  and 
systems  oriented  (quality  improvement)  as  opposed  to  a  band-aid  approach  merely  to  correct  a  deficiency  (quality 
assurance).  It  is  ultimately  the  responsibility  of  the  state  survey  agencies  to  follow-up  on  deficiencies  and  to 
determine  the  effectiveness  of  the  corrective  action  plan  because  only  the  state  survey  agencies  and  not  the  Networks 
can  impose  sanctions  if  the  facility's  response  is  inadequate. 

The  Forum  appreciates  the  opportunity  to  assist  your  committee  with  its  investigation  of  the  quality  of  care  provided 
by  Medicare's  End  Stage  Renal  Disease  Program.  The  Forum  and  ESRD  Networks  are  committed  to  promoting  the 
process  improvements  at  the  facility  and  system  level  that  will  lead  to  an  improvement  in  the  quality  and  quantity  of 
life  for  Medicare  ESRD  beneficiaries.  The  Forum  applauds  the  committee's  work  in  this  investigation,  and  we  hope 
it  will  result  in  greater  funding  for  the  infi-astructure  to  provide  quality  oversight  not  just  to  protect  patients,  but  also 
to  make  their  lives  better  and  longer. 

Sincerely  yours. 


Jay  Wish,  MD,  President 
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July  24,  2000 


Cecil  Swamidoss 

Senate  Special  Committee  on  Aging 
G31  Dirksen  Senate  Office  Building 
Washington,  DC  20510 

Dear  Mr.  Swamidoss: 

As  you  might  recall,  during  the  questioning  following  my  testimony  on 
June  26,  I  mentioned  that  my  ESRD  Network  (Network  9/10)  had  done  an 
analysis  of  the  patient  outcomes  in  three  dialysis  chains  in  the  Chicago 
area.  One  chain  had  outcomes  that  were  comparable  to  the  Network 
average,  one  had  outcomes  that  were  better  than  the  Network  average,  and 
one  had  outcomes  that  were  worse  than  the  Network  average.  Network 
9/10  targeted  the  poor  performing  chain  for  an  intervention  activity 
that  included  education  of  the  Medical  Directors  and  administrative 
leadership  regarding  quality  improvement  tools  and  practice  guidelines 
for  adequacy  of  dialysis  and  treatment  of  anemia.  This  was  followed  by 
an  improvement  in  the  outcomes  in  the  targeted  chain  which  demonstrated 
decreased  variability  and  approached  the  Network  average.  Senator  Wyden 
requested  a  report  of  these  data,  which  1  am  forwarding  to  you  in  the 
attachment  to  this  e-mail.  I  wish  to  acknowledge  the  effort  by  the 
staff  of  Network  9/10  in  preparing  this  report  in  what  1  hope  was  a 
timely  manner.  I  trust  you  will  distribute  the  report  to  Senator  Wyden 
and  the  other  members  of  the  Special  Committee  on  Aging.  If  you  or 
anyone  on  the  Committee  has  any  questions  regarding  this  report,  please 
do     not    hesitate     to     contact     me     by     return     e-mail.     Thank  you. 

Sincerely, 


Jay  Wish,  MD 
President 

Forum  of  ESRD  Networks 
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THE  RENAL  NETWORK,  INC. 

PATIENT  OUTCOME  IMPROVEMENTS  SHOWN  IN  DIALYSIS  CORPORATE 
CHAIN  FACILITIES  IN  END-STAGE  RENAL  DISEASE  NETWORKS  9  AND  10 


BACKGROUND 

The  Renal  Network,  Inc.  is  the  contractor  for  End-Stage  Roial  Disease  (ESRD)  Networks  9  and  10.  The 
Network  contract  with  HCFA  is  defined  by  the  statement  of  work,  which  specifies  activities  in  quality 
improvement,  data  collection,  analysis,  and  community  outreach  for  the  states  of  Illinois,  Indiana, 
Kentucky  and  Ohio. 

The  Renal  Network,  Inc.  is  governed  by  a  Board  of  Trustees  (BOT)  and  has  three  standing  ccHnmittees:  a 
Network  Coordinating  Council  (NCC)  that  consists  of  one  manber  fi-om  each  Medicare-approved  ESRD,  a 
Medical  Review  Board  (MRB)  and  a  Patient  LeadCTship  Committee  (PLC).  Memberships  on  the  Board  of 
Trustees  and  all  standing  committees  include  renal  professionals,  dialysis  patients  and  public  members. 

The  Renal  Network,  Inc.  collects  dialysis  patient  information  from  Medicare-approved  ESRD  providers. 
Patient  information  is  aggregated  into  various  data  profiles  and  displayed  with  comparisons  to  geographical 
locations,  i.e.  dialysis  facility,  health  service  areas  (HSA),  state,  network  region  and  corporation.  In  die 
1980s,  states  were  divided  into  health  service  areas,  a  convaition  that  accounted  for  numbers  of  ESRD 
patients  and  utilization  of  services  in  geographical  areas.  The  ESRD  Networks  and  local  state  health 
departments  used  the  HSA  information  for  Certificate  of  Need  (CON)  applications.  The  Renal  Network, 
Inc.  analyses  these  data  profiles  and  targets  providers  for  quality  improvement  and  community  outreach. 

Quality  improvement  activities  on  dialysis  adequacy  and  anemia  management  are  undo*  the  direction  of  the 
Medical  Review  Board.  The  MRB  reviews  adequacy  and  anemia  data  several  times  each  year.  In  1996,  the 
Network  collected  urea  reduction  ratio  (URR)  and  hanatooit  values  on  all  ESRD  patients  in  the  Nrtwork 
area  during  the  fourth  quarter  of  the  year.  This  data  established  a  baseline  from  which  comparisons  could 
be  made  and  the  MRB  agreed  to  collect  all  clinical  performance  measures  data  on  all  ESRD  patients  in  the 
Network  9/10  area  during  the  fourth  quarter  of  every  year.  In  1997,  the  MRB  provided  facility  feedback 
reports  to  each  dialysis  facility  and  provided  regional  educational  workshops  targeting  dialysis  providers  in 
each  state.  In  1998,  the  MRB  targeted  low-performing  health  service  areas  and  began  to  provide  physician- 
specific  feedbadc  reports  to  renal  physicians. 

In  January  1999,  the  MRB  fiirther  analyzed  the  data  by  corporate  chain  in  a  large  metropolitan  area  based 
on  the  results  of  a  health  services  area  analysis.  TTie  data  revealed  a  statistical  difference  in  the  outcomes 
among  chains  and  the  MRB  designed  a  targeted  corporate-wide  intervention  with  the  low-performing  chain 
(Chain  3).  The  intervention  included  meetings  with  chain  physicians,  education  on  renal  clinical  practice 
guidelines  and  Network,  state,  corporate  chain,  and  facility  data  comparison. 

The  other  corporations  reviewed  in  this  analysis  (Chains  1  and  2)  received  routine  data  feedback  reports 
and  were  offered  regional  and  network  educational  workshop  opportunities,  however,  no  targeted  Medical 
Review  Board  intervention  was  conducted. 

METHODS 

1 .    Subjects  and  Facilities 

Facility  samples  consisted  of  three  corporate  chain  chronic  hemodialysis  facilities  in  a  large  metropolitan 
health  service  area.  All  patients  on  chronic  hemodialysis  in  October,  November  and  December  1997-1999 
were  included. 
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2.  Data  Collection 

As  part  of  3  1997,  1998  and  1999  quality  improvonent  activity  of  Networks  9  and  10,  all  facilities  reported 
the  first  monthly  hematocrit  and  measured  pra'post  blood  urea  nitrogen  (BUN)  for  October,  Novembw,  and 
December  for  eadi  patient.  Pre/post  BUN  measurements  were  used  to  calculate  a  urea  reduction  ratio:  ((pre 
BUN-post  BUN)/  pre  BUN)  x  100. 

Monthly  individual  patient  measuranaits  were  averaged  and  the  average  value  was  used  for  the  quality 
indicator  critoia. 

3.  Statistical  Analysis 

Analysis  was  done  comparing  three  cwporate  chains.  Two  quality  indicators  were  used:  the  percent  of 
patients  meeting  an  average  urea  reduction  ratio  (URR)  equal  or  greater  than  65%  and  the  percent  of 
patiaits  meeting  an  average  hematocrit  equal  or  greater  than  3 1  volume  percent  (vol%).  Ninet\-five 
percait  confidence  intervals  were  calculated  for  each  fecility  and  the  fecility's  upper  confidence  interval 
value  was  compared  to  the  NetWOTk  rate. 

RESULTS 

Thirty-two  chronic  hemodialysis  facilities  in  the  three  corporate  chain  facilities  reported  URR  and 
hematocrit  data  for  approximately  15,000  patients  (Tables  1  and  2).  Four  corporate  facilities  are  included  in 
the  4*  quarter  1997  and  1998  sample  but  did  not  provide  patients  samples  for  the  4"'  quarter  1999  period. 

1 .    Hemodialysis  Adequacy:  URR  Results 

In  Networks  9  and  10  the  percent  of  patiaits  with  an  average  URR  equal  or  greater  than  65%  increased  in 
each  year,  1997  through  1999  and  were  calculated  as  71%,  76%  and  79%,  respectively. 

Fourth  quarter  Chain  1  facility  URR  rates  ranged  fi-om  54%-85%  in  1997,  63%-85%  in  1998,  and  69-92% 
in  1 999.  The  rate  range  variation  betweai  Chain  1  facilities  reduced  from  3 1  %  to  23%.  Eighteen  percent  of 
Chain  1  fecilities  (2  out  of  1 1)  had  statistically  difiFerent  (lower)  rates  frcon  the  Network  rate  in  the  fourth 
quarto-  1997.  Nine  percent  of  Chain  1  facilities  (1  out  of  1 1)  had  statistically  difiFerent  rates  from  the 
network  rate  in  the  fourth  quarter  1998  and  no  facilities  were  statistically  different  from  the  network  rate  in 
the  fourth  quarter  1999  (Figure  1). 

Fourth  quarter  Chain  2  facility  URR  rates  ranged  from  62%-98%  in  1997,  69%-88%  in  1998,  and  67-95% 
in  1999.  The  range  variation  between  Chain  2  facilities  reduced  from  36%  to  28%.  No  Chain  2  facilities 
had  rates  statistically  different  (lower)  from  the  network  rate  in  the  fourth  quarter  1997.  Seven  jjercsnt  of 
Chain  2  facilities  (!  out  of  14)  had  statistically  different  rates  from  the  Network  rate  in  the  fourth  quarter 

1998  and  2 1%  (3  out  of  14  fecilities)  were  statistically  difiFerent  from  the  Network  rate  in  the  fourth  quarter 

1999  (Figure  2). 

Fourth  quarto-  Chain  3  facility  URR  rates  ranged  from  32%-79%  in  1997, 48%-86%  in  1998,  and  57-93% 
in  1999.  The  range  variation  between  Chain  2  feciiities  reduced  from  47%  to  36%.  Forty-seven  f>o'cent  of 
Chain  3  facilities  (8  out  of  17)  had  statistically  difiFerent  (lower)  rates  from  the  Network  rate  in  the  fourth 
quarter  1997.  Fifty-nine  percent  of  Chain  3  facilities  (10  out  of  17)  had  statistically  different  rates  from  the 
Network  rate  in  the  fourth  quarter  1998  and  41%  of  its  facilities  (7  out  of  1 7)  had  statistically  difiFerent  rates 
bom  the  Network  rate  in  the  fourth  quarter  1999  (Figure  3). 

The  comparison  of  corporate  chain  data  shows  overall  increases  in  the  percent  of  patients  meeting  the  URR 
criteria.  Facility  rate  comparisons  show  statistical  increases  between  fourth  quarto  1997  and  1999  in  six 
Chain  3  fecilities. 
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2.    Anemia  Management:  Honatocrit  Results 

In  Networks  9  and  10  the  percent  of  patients  with  an  average  hematocrit  (Hct)  equal  or  greater  than  3 1  vol% 
increased  in  eadi  year  from  1997  through  1999  and  were  calculated  at  72%,  79%  and  85%,  respectively. 

Fourth  quarto-  Chain  1  fecility  Hct  rates  ranged  frcrni  44%-87%  in  1 997,  5 1 %-93%  in  1 998,  and  69-95%  in 
1999.  The  range  variation  between  Chain  1  facilities  reduced  from  43%  to  26%.  Forty-five  percoit  of 
Chain  1  facilities  (5  out  of  1 1)  had  statistically  different  (lower)  rates  from  the  network  rate  in  the  fourth 
quarter  1997.  Twenty-sevai  percent  of  Chain  1  fecilities  (3  out  of  1 1)  had  statistically  different  rates  from 
the  Network  rate  in  die  fourth  quarter  1998  and  50%  of  its  fecilities  (5  out  of  10)  were  statistically  different 
from  the  Network  rate  in  the  fourth  quarter  1999  (Figure  4). 

Fourth  quarter  Chain  2  facility  Hct  rates  ranged  from  72%-92%  in  1997, 72%-91%  in  1998,  and  77-93%  in 
1999.  The  range  variation  between  Chain  2  facilities  reduced  from  20%  to  16%.  No  Chain  2  fecilities  had 
statistically  different  rates  from  the  Network  rate  in  the  fourth  quarter  1997  and  1998.  Twoity-seven 
percent  of  Chain  2  fecilities  (3  out  of  1 1)  had  statistically  different  rates  from  the  Network  rate  in  die  fourth 
quarto- 1999  (Figure  5). 


Fourth  quarter  Chain  3  fecility  Hct  rates  ranged  from  34%-76%  in  1997,  53%-85%  in  1998,  and  68-97%  in 
1999.  The  range  variation  between  Chain  3  fecilities  reduced  from  42%  to  29%.  Fifty-nine  percent  of 
Chain  3  fecilities  (10  out  of  17)  had  statistically  different  (lower)  rates  from  the  Network  rate  in  the  fourth 
quarto- 1997.  Fifty-nine  percoit  of  Chain  3  fecilities  (10  out  of  17)  had  statistically  dififo-ent  rates  from 
Network  rate  in  the  fourth  quarter  1998  and  35%  of  its  fecilities  (6  out  of  17)  were  statistically  difib^t 
rates  from  the  Network  rate  in  the  fourth  quarto- 1999  (Figure  6). 

The  c(Mnparison  of  corporate  chain  data  ^ows  overall  increases  in  the  percent  of  patients  meeting  the 
honatocrit  o-itoia.  Facility  rate  comparisons  show  statistical  increases  between  4  quarto- 1997  and  1999 
in  six  Chain  3  fecilities  (Figures  4,  5  and  6). 

Variation  between  fecility  rates  in  each  of  the  chains  decreased  from  1997  to  1999.  For  URR,  Chain  3  had 
the  largest  decrease,  36%  versus  1 1%  in  Chain  2  and  8%  in  Chain  1.  For  hematocrit.  Chain  1  had  the 
largest  decrease,  17%  versus  13%  in  Chain  3  and  4%  in  Chain  2. 


DISCUSSION 

The  baseline  data  demonstrated  significant  variation  among  providers  with  regards  to  clinical  outcomes, 
which  is  a  commcmly  observed  function  of  process  variation  and  case-mix.  Unexpected,  however,  was  the 
stratification  among  dialysis  chains  with  regards  to  clinical  outcomes.  This  presented  both  a  challenge  and 
an  opportunity  for  The  Renal  N^ork,  Inc.  to  develop  an  intervoition  strategy  that  would  exploit  the 
single  corporate  affiliation  of  a  number  of  underperforming  fecilities  (Chain  3)  with  a  program  customized 
to  their  organization  and  culture,  while  continuing  to  promote  the  application  of  quality  improvonent 
principles  at  ail  fecilities.  The  follow-up  data  reflect  the  success  of  that  strategy  to  accelerate  the  rate  of 
outcomes  improvement  in  Chain  3  such  that  the  outcomes  of  the  chain  are  approaching  the  Network 
average,  which  is  also  improving.  The  lowo-  than  average  baseline  performance  by  a  majority  of  fecilities 
in  a  single  chain  is  more  than  a  coincidence,  and  reinforces  die  link  b^een  process  and  outcome.  What 
changed  between  1997  and  1999  in  Chain  3  to  account  for  the  improvement  in  outcomes  was  not  the  case- 
mix  nor  technological  advancements.  By  providing  the  tools  for  process  improvement  (fecility-specific 
profiles,  care  paths  and  clinical  algorithms,  and  an  incentive  for  a  culture  change  at  the  corporate  level). 
The  Renal  Network,  Inc.  had  a  major  impact  on  the  outcomes  of  over  1500  patients.  The  results  of  this 
project  confirm  the  principles  of  continuous  quality  improvement  (CQI): 

>    CQI  is  directed  at  improving  outcomes  as  well  as  decreasing  variation. 
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>  The  availability  of  fecility  specific  data  is  essential  for  targeting  quality  improvanent  intCTvaitions. 
Nephrology  peer  review  strongly  influences  process  change.  Combining  data  with  knowledgeable 
pew  review,  patient  outcomes  improve. 

>  The  bar  moves  for  all  f)rovid»s.  Network  target  hematocrit  rates  increased  13%  between  fourth  quarter 
1997  and  1999.  Chain  3  facilities  had  to  mcrease  at  a  faster  rate  to  meet  the  comparison  criteria. 
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Table  1 .  Number  of  facilities  and  patients  in  corporate  chain  and  Network  9  and  10  samples  for  URR 
measurements  for  fcmrth  quarter  1997,  1998,  and  1999. 

Year 

Chain  1 
#  fec/#pats 

Chain  2 
#fec/#pats 

Chain  3 
#  fee/  #pats 

Network  9  and  10 

#  feo'#pats 

1997 

11/1238 

14/1518 

17/1429 

311/22312 

1998 

11/1436 

14/1919 

17/1877 

326/25701 

1999 

10/1359 

14/2085 

17/1964 

348/27337 

Table  2.  Number  of  fecilities  and  patients  in  corporate  chain  and  Network  9  and  10  samples  for  Hematocrit 
measurements  for  fourth  quarter  1997,  1998,  and  1999. 

Year 

Chain  1 
#  fee'  #pats 

Chain  2 
#fec/#pats 

Chain  3 
#  fee/  #pats 

Network  9  and  10 
#fec/#pats 

1997 

11/1263 

14/1565 

17/1646 

311/22923 

1998 

11/1482 

14/1935 

17/1917 

326/25618 

1999 

10/1372 

11/1704 

17/2009 

348/26905 

207 


Figure  1.  CtMin  1URR->  e% 
4Q1M7-4Q1«M-4Q1Sn 


TT    LL  A 

1          11       tT  T 

Tri  It     Ijil  1 

a 

E 

_ 

■  4Q97 

■  4098 

■  4Q99 

■  ■  ■  ■ 

iiii 

I  I  11 

~  Network  Rate  *Q97: 71  % 

—  Network  Rate  4Q98;  765 

 Network  Rate  4Q99: 79* 

1 

H 
H 
H 

1 
1 

Hgure  2.  CtMin  2  UlSto  t$% 
4Qin7-4«1SS6-4Q1»9 


Figure  1  CMn  S  URR  ■> 
network  >/H  tntef  ^oiiUort  Jtwy  iWS 


208 


Ftgurs  4  CtMkt  1 HCT  •>  M  foK 
40 IMT-  4Q1M*  ■  4Qini 


Foure  i.  CMn  3  HCT  •>  31  vols 
4Q 1997-  40  ISSt  -  40 1993 


209 


DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Health  Care  Pinaocing  Administrati 


The  Honorable  Charles  E.  Grassley 
United  States  Senate 
Washington,  D.C.  20510-6400 

Dear  Senator  Grassley: 

This  is  in  response  to  your  June  27,  2000  request  for  answers  to  questions  that  you  were 
unable  to  ask  during  the  June  26,  2000  hearing  on  the  End  Stage  Renal  Disease  Program. 
Below  please  find  my  answers  to  your  specific  questions. 

IQ.     HCFA's  May  2000  letter  to  the  Committee  discusses  how  it  is  *Vorklag 

aggressivdy  with  (poor  performing)  facilities  to  improve  their  care."  How  do 
you  identify  "poor  performing  facilities,"  and  how  are  you  improving  them? 

lA.     In  our  survey  and  certification  program,  we  have  recognized  the  need  for  clear, 
defensible  data  to  assist  the  States  in  their  decision-making  about  identifying 
facilities  for  inspection.  Therefore,  we  have  used  a  data  model  to  describe  each 
dialysis  facility  in  the  country.  We  combine  the  data  elements  into  a  composite 
score,  which  reflects  standardized  mortality  rates,  adequacy  of  dialysis,  and 
adequacy  of  anemia  management.  Our  empirical  model  suggests  that  facilities 
with  higher  mortality,  inadequate  dialysis,  and  inadequate  anemia  management 
are  more  likely  to  have  deficiencies  than  facilities  with  low  mortality,  good 
dialysis,  and  good  anemia  management.  We  currently  are  pilot  testing  the  use  of 
this  composite  score  in  our  survey  process  to  see  if  it  helps  us  to  adequately 
identify  poor  performers.  At  the  end  of  this  year,  based  on  our  evaluation  of  the 
pilot  oroject,  we  expect  to  use  the  data  nationally  to  help  us  identify  facilities  that 
are  more  likely  than  others  to  have  deficiencies,  and  therefore  ought  to  be 
inspected.  After  selecting  facilities  to  inspect.  State  surveyors  will  conduct 
surveys  to  determine  if  a  facility  is  in  compliance  with  Medicare  standards. 

Meanwhile,  we  have  been  working  to  improve  these  poor  performing  facilities  by 
providing  them  with  detailed  clinical  data  gathered  from  a  national  sample  of 
dialysis  patiems.  Using  this  national  sampling  approach,  we  have  documented 
improvement  every  year  in  the  number  of  dialysis  patients  su;hieving  the 
benchmarks  for  these  clinical  indicators  since  1994.  In  addition,  the  ESRD 
Networks  investigate  any  complaints  made  against  ESRD  facilities.  If  they  find 
complaints  are  valid,  the  Network  will  work  with  the  facility  until  conditions  are 
improved. 

2Q      The  HHS-Inspector  General  tells  us  that  the  majority  of  ESRD  patients  are 
unlikely  to  complain  much  about  their  care.  Clearly,  they  are  a  very 
vulnerable  population  that  relies  everyday  on  the  dialysis  care  they  receive. 
What  guidelines  does  HCFA  have  to  provide  a  confidentiai  setting  where 
patients  can  raise  concerns  and  have  those  concerns  satisfactorily  addressed? 
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2  A,     We  have  guidelines  in  place  at  a  number  of  levels  to  protect  patient 
confidentiality  and  address  patient  concerns. 

In  the  survey  and  certification  process,  the  States  follow  the  guidance  of  a  State 
Operations  Manual  (SQM).  This  manual  describes  each  step  in  the  processing  of 
a  complaint  from  receipt  to  closeout,  and  indicates  it  is  not  necessary  to  obtain  the 
complainant's  name  during  collection  of  information  about  a  potential  problem  if 
the  complainant  requests  anonymity  Additionally,  when  visiting  a  facility  to 
investigate  a  complaint,  the  State  Agency  does  not  divulge  the  complainant's 
identity  The  State  Agency  is  responsible  for  notifying  the  complainant  that  the 
complaint  is  being  investigated,  and  also  for  taking  "appropriate  precautions  to 
protect  the  complainant's  anonymity  and  privacy." 

Additionally,  ESRD  Networks  must  follow  our  national  policy  as  described  in  the 
Drafl  ESRD  Network  Organizations  Manual.  Each  Network  is  responsible  for 
having  a  procedure  to  receive,  evaluate,  and  resolve  grievances  involving  patient 
care.  Recognizing  the  vulnerability  cf  ESRD  patients.  Networks  are  able  to 
receive  and  act  on  anonymous  complaints  as  well  as  verbal  complaints. 
Currently,  we  have  a  workgroup  completing  a  revised  Network  grievance  process 
that  is  designed  to  be  responsive  to  beneficiaries  (in  time  and  results)  and  user 
jfriendly  for  Networks  and  patients.  In  addition,  the  Network  contract  calls  for  the 
Networks  to  assume  a  proactive  role  in  the  preventiori,  facilitation,  and  resolution 
of  difficult  patient/facility  situations,  including  the  implementation  of  educational 
programs  that  will  assist  facility  staff  in  handling  difficult  situations. 

3Q.  Why  are  staff  training  guidelines  generally  voluntary?  As  Mr.  Smith  on  our 
first  panel  stated,  Arizona  has  stricter  requireaieots  for  manicurists  than  for 
dialysis  technicians.  What  is  HCFA  doing  to  address  this  problem? 

3A.     Medicare  has  a  consistent  policy  of  respecting  State  control  and  oversight  of 
health  professionals  by  deferring  to  State  licensing  laws  to  regulate  health 
professional  practice.  The  Congress  left  this  licensure  function  to  States,  and 
Medicare  recognizes  the  scope  of  practice  for  which  States  license  health  care 
professionals. 

We  are  aware  that  several  States  (e.g.,  California,  Oregon,  Texas,  Ohio,  and 
Virginia)  have  regulations  to  require  licensing,  credentialing,  and/or  certification 
tests  for  dialysis  technicians.  However,  State  requirements  are  uneven  and 
applied  through  a  variety  of  methodologies.  For  example,  some  States  require 
examinations  prepared  by  the  State  Department  of  Health  or  certification 
examinations  administered  by  national  organizations  such  as  the  Board  of 
Nephrology  Examiners  Nursing  Technology.  Other  national  organizations  such 
as  the  National  Association  of  Nephrology  Technicians/Technologists  publish 
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comprehensive  manuals  and  study  guides  used  by  many  dialysis  facilities  to  train 
their  technicians. 

There  are  federal  requirements  in  the  current  ESRD  conditions  of  coverage 
mandating  that: 

•  all  facility  staff  be  qualified  to  perform  assigned  duties  and  responsibilities, 

•  all  applicable  federal,  State  and  local  professional  requirements  must  be  met; 
and, 

•  trainees  must  woiic  under  direct  supervision  of  qualified  professionals. 

In  addition,  the  ESRD  conditions  of  coverage  specify  that  ail  personnel  in  the 
facility  must  participate  (not  vohintarily  participate)  in  educational  programs  (i.e., 
orientation,  in-service,  and  infection  control  training).  The  federal  regulations 
further  specify  that  the  medical  director  must  ensure  that  nurses  and  technicians 
have  adequate  training  in  dialysis  techniques.  Additionally,  there  are  very 
prescriptive  curriculum  requirements  for  reuse  technicians,  developed  by  the 
Association  for  the  Advancement  of  Medical  Instrumentation,  which  are 
incorporated  by  reference  into  the  ESRD  conditions  of  coverage. 

We  are  drafting  new,  comprehensive  conditions  of  coverage  for  renal  dialysis 
facilities.  In  this  process  we  will  review  and  evaluate  existing  federal  persoimel 
requirements  relative  to  all  dialysis  facility  staff,  including  dialysis  technicians. 
We  will  evaluate  current  State  requirements,  beneficiary  complaints,  patients' 
health  and  safety  needs,  current  clinical  practices  by  the  dialysis  industry,  and  the 
potential  costs  and  benefits  resulting  from  new  federal  requirements  for  dialysis 
technicians.  Dialysis  technician  competency  is  an  important  issue  that  we  will 
consider  carefully  as  we  develop  the  new  conditions  of  coverage. 

4Q.     Both  the  GAO  and  IG  reports  criticize  HCFA's  oversight  of  ESBD  facilities. 
How  do  you  respond  to  the  criticism? 

4A.     Our  efforts  to  improve  performance  of  the  dialysis  facilities  have  had  measurable 
success.  For  example,  between  1994  and  1998  the  percentage  of  ESRD  patients 
■with  adequate  hematocrit  (red  blood  cell)  levels  increased  from  55  to  83  percent. 
Additionally,  in  the  same  time  period,  the  percentage  of  patients  receiving 
adequate  dialysis  increased  from  49  to  74  percent.  We  also  know  from  the  U.S. 
Renal  Data  System,  a  joint  HCFA  and  National  Institutes  of  Health  project,  that 
the  one  year  mortality  rates  for  dialysis  patients  decreased  from  24.9  deaths  per 
100  patient  years  in  1990  to  22.8  in  1997. 

These  improvements  are  due  in  part  to  the  leadership  role  we  assumed,  beginning 
in  1994,  to  develop  clinical  indicators  that  assess  the  quality  of  care  for  dialysis 
patients  This  effort  is  now  known  as  the  Clinical  Performance  Measures  Project. 
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Through  the  ESRD  Netwoiks,  we  collect  clinical  indicators  on  a  national  sample 
of  dialysis  patients  in  the  areas  of  adequacy  of  dialysis,  anemia  managanent,  and 
serum  albumin  (a  protein  in  the  blood  that  is  an  indicator  of  the  patient's  overall 
health).  These  data  are  collected,  analyzed,  and  described  annually  in  a  detailed 
report,  the  ESRD  Clinical  Performance  Measures  Project  Annual  Report.  This 
report  is  distributed  to  all  dialysis  providers  for  their  use  in  identifying 
opportunities  for  improvement.  Using  this  national  sampling  approach,  we  have 
documented  improvement  every  year  in  the  number  of  dialysis  patients  achieving 
the  benchmarks  for  these  clinical  indicators  since  1994. 

We  also  have  undertaken  steps  to  begin  collecting  facility-specific  data.  A 
provision  in  the  Balanced  Biidget  Act  of  1997  required  us  to  measure  and  report 
the  quality  of  renal  dialysis  services;  and  so  in  1998  we  directed  the  development 
of  1 6  clinical  performance  measures  that  we  are  collecting  from  a  sample  of 
facilities  this  year.  The  16  clinical  measures  are  similar  to  those  of  what  was 
formerly  the  Core  Indicators  Project,  with  the  addition  of  measures  for  evaluating 
vascular  access  (the  point  of  access  to  the  dialysis  patient's  blood  stream).  In 
1999,  this  work  was  merged  with  the  Core  Indicators  Project  to  form  the  ESRD 
Clinical  Performance  Measures  Project  mentioned  above.  This  project  is  part  of  a 
larger  ESRD  Core  Data  Set  that  is  under  development.  Through  the  ESRD  Core 
Data  Set,  we  are  striving  to  determine  and  report  accurate,  meaningful  facility- 
specific  performance  measures  that  will  allow  comparisons  across  dialysis  centers 
and  will  ultimately  increase  facility  accountability  and  patient  choice.  Facility- 
specific  data  profiles  have  been  developed  for  the  use  of  State  Survey  Agencies. 

Despite  our  progress  in  improving  the  quality  of  care,  there  continues  to  be  weak 
performing  dialysis  facilities.  However,  the  Networks  and  States  are  working 
aggressively  with  these  dialysis  facilities  to  improve  their  care.  Additionally,  the 
proposed  rule  on  new  conditions  of  coverage  for  dialysis  facilities,  which  we 
intend  to  publish  in  2001,  will  strengthen  requirements  for  these  facilities.  And 
the  President's  FY  2001  budget  asked  Congress  to  increase  the  funding  level  for 
surveys  of  ESRD  facilities  from  $2.2  million  to  $6.3  million.  By  increasing  the 
fimding  level,  Congress  would  enable  us  to  decrease  the  time  between  surveys 
from  every  six  years  to  every  three  years  and  increase  the  number  of  surveys  fix)m 
956  to  1,847  in  FY  2001. 
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I  hope  you  find  this  information  helpful.  If  you  require  further  information,  please  let  me 
Imow. 

Sincerely, 

Jeffrey  L.  Kang,  MD,  MPK 
Director 

Office  of  Clinical  Standards  and  Qi^ality 
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Statement  of  Rep.  Pete  Stark  (D-CA) 

to 

The  Senate  Special  Committee  on  Aging 

The  Need  to  Improve  Quality  in  the  ESRD  Program 

Chairman  Grassley,  I  commend  you  for  holding  this  important 
hearing.  I  have  had  a  long  interest  in  the  Medicare  End  Stage 
Renal  (ESRD)  Disease  Program,  and  have  introduced  a  number  of 
bills  relating  to  improving  the  outcomes  and  the  quality  of  care  for 
patients  in  the  Medicare  program.  Unfortunately  there  has  been 
little  action  on  most  of  these  proposals. 

The  ESRD  networks,  in  association  with  the  renal  community  are 
trying  to  improve  quality  in  dialysis  centers,  with  some  success. 
We  know  from  the  U.S.  Renal  Data  System,  a  joint  HCFA-NIH 
project,  that  one  year  mortality  rates  for  dialysis  patients 
decreased  from  24.9  deaths  per  100  patient  years  in  1990  to  22.8 
in  1997.  Using  information  obtained  from  the  ESRD  Clinical 
Performance  Measures  (CPM)  Project,  we  also  know  that  between 
1993  and  1998,  the  percentage  of  ESRD  patients  with  adequate 
red  blood  cell  (hematocrit)  levels  increased  from  46  to  83  percent 
while  the  percentage  of  patients  receiving  adequate  dialysis 
increased  from  43  to  74  percent.  Despite  this  progress,  there 
continue  to  be  weak  performing  dialysis  facilities,  endangering 
renal  patients. 

My  staff  reviewed  data  from  the  ESRD  CPM  project  regarding  these 
same  dialysis  and  blood  level  parameters,  recorded  over  the  same 
time  period.  They  ranked  networks  in  order,  by  percent  of 
patients  achieving  the  desired  standards.  These  are  only 
preliminary  findings  and  probably  do  not  reach  statistical 
significance  but  do  suggest  that  some  Networks  could  be  doing  a 
better  job  in  assuring  that  weaker  performing  dialysis  centers 
improve.  There  is  a  stratification  of  some  Networks,  (  No.  10,  13 
and  2)  into  the  lowest  one-third  consistently  and  another  (No.  1 1) 
nearly  so.  Others  (No.  14,15,16)  are  always  found  in  the  top 
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third.  This  certainly  suggests  that  some  networks  may  reliably  be 
doing  their  tasks  better  and  some  a  consistently  poor  job. 

It  is  not  just  Networks  that  may  fall  into  a  consistent  pattern  of 
poor  or  medicore  quality  (while  others  seem  to  achieve  a  tradition 
of  excellence).  Earlier  this  year,  I  reviewed  Network  #3's  rating  of 
dialysis  facilities.  There  seemed  to  be  a  pattern  of  consistently 
poor  quality  among  a  number  of  centers.  (See  attached). 

Poor  centers  are  killing  people,  Mr.  Chairman.  It  should  be  the 
duty  of  a  Network  to  aggressively  seek  out  the  worst  performing 
centers  in  a  region  and  work  with  them  to  improve.  If  there  are  no 
extenuating  circumstances-an  unusually  difficult-to-treat  patient 
mix,  and  the  dialysis  center  does  not  improve  after  assistance 
from  the  Network,  it  should  be  terminated  from  the  program  and 
not  permitted  to  "terminate"  patients.  Medicare  already  has  the 
authority  to  end  poor  performers.  It  is  time  that  the  threat  was 
made  a  reality  by  a  sound  system  of  review  and  CQI. 

The  Renal  Physicians  Association's  proposals  make  great  sense  to 
me,  and  I  hope  that  we  could  enact  legislation  to  provide  a  system 
of  ESRD  CQI  and  give  the  Networks  more  authority  to  coordinate 
quality  improvements  and  provide  data  to  the  public  on  quality 
and  outcomes,  center  by  center. 

Although  I  believe  we  can  continue  to  employ  the  ESRD  Networks 
for  quality  oversight,  there  are  obviously  opportunities  to  improve 
their  quality  management.  HCFA  should  require  that  Networks 
collect  facility- specific  clinical  performance  measures,  in  order  to 
allow  Networks  (and  States)  to  identify  poor  facility  performance. 
Outcomes  data  should  be  compared  between  Networks  as  well  as 
providers,  and  appropriate  results  made  available  to  patients.  Not 
only  should  minimum  levels  of  performance  be  established  and 
monitored,  but  improvement  above  these  benchmarks 
encouraged  using  continuous  quality  improvement  techniques 
for  both  Networks  and  providers. 

While  HCFA  receives  regular  information  from  Networks,  it 
provides  little  in  the  way  of  reference  points,  evaluation  and 
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comparisons,  and  only  minimal  feedback  to  them.  HCFA  should 
hold  Networks  accountable  for  how  well  their  facilities  carry  out 
their  responsibilities  by  developing  a  performance-based  system 
for  evaluating  them  and  by  increasing  public  disclosure  of 
information  about  them. 

Again,  I  thank  you  for  holding  this  hearing  and  I  hope  to 
work  with  all  of  you  to  ensure  that  all  ESRD  Medicare 
beneficiaries  across  the  country  receive  the  best  possible  care. 


217 


eOJ.  THOMAS.  CALFOONIA.  CHAIRMAN 
SuaCOMTTS  ON  HEALTH 


BILL  ARCHEH,  TEXAS,  CHAIRMAN 
COMMrTTEE  ON  WAVS  AND  MEANS 


NANCY  L  XMISON.  CXJMWCnCUT 
JM  Hcaen.  LOUSANA 
MUP  M.  CIIANE.  IIUH06 
SAM  XIHNSON.  TEXAS 
CM CAMP.  MCHMjAN 
JM  RAMSTAO.  UNNESOTA 
xir  S.  EMGUSH  I'ENNSVIVAMU 


COMMITTEE  ON  WAYS  AND  MEANS 


U.S.  HOUSE  OF  REPRESENTATIVES 
WASHINGTON,  DC  20515 


A.L  SrNGLETON.  CHlEf  Of  STAFF 
ANN-MAfUE  LYNCH.  SUBCOMMITTEE  STAFF  OlflECTOR 


JANICE  MAYS.  MINORITY  CHIEF  COUNSEL 
BtU  VAUGHAN,  SUBCOMMITTEE  MINORITY 


?RT1«Y  PETC  STAAK.  CAUFOfMU 
3Ua>0.  KL£C2XA.WGC0NSM 
JOHN  L£WIS.GEORGU 
JM  UcOERUOTT.  WASWGTON 
KAREN  L  TKURMAN.  FlORSM 


SUBCOMMITTEE  ON  HEALTH 


8BJ.  AAOet.  TEXAS 

CHARLES  B-  RANGEL.  NEW  YORK 


March  13,  2000 


The  Honorable  Nancy  Ann  DeParle 
Administrator 

Health  Care  Financing  Administration 
Washington,  DC  20201 

Dear  Nancy  Ann: 

The  ESRD  Networks  are  supposed  to  help  improve  quality 
in  dialysis  centers. 

One  of  my  staff  tracked  one  Network's  data  on  dialysis  centers  ' 
across  a  2.75  year  period. 

Too  many  Centers  are  consistently  poor.  It  can  be  fairly  said  that 
people  are  dying  needlessly  in  some  of  these  Centers. 


1 


What  do  we  do  about  this? 


2 


What  do  the  other  Networks  look  like?  Can  HCFA 
give  me  this  data,  or  would  it  be  helpful  to  ask 
the  GAO  to  do  it?  Please  let  me  know. 


Sincerely, 


Pete  Stark 
Member  of  Congress 
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ESRD  Facility  Status  Report  On  Hemodialysis  Adequacy 
#  of  Facility  Quality  D/larkers 

(Facility  caseloads  above  71%)      (Facility  caseloads  above  11%) 


URR<=60%  Hemoglobin  <10gm 


(Number  of  quarters  the  facility  appears  out  of  compliance) 


25 

6  out  of  1 1 

7  out  of  1 1 

27 

9  out  of  1 1 

1 0  out  of  1 1 

29 

7  out  of  1 1 

6  out  of  1 1 

30 

 ' — 

6  out  of  1 1 

6  out  of  1 1 

39 

6  out  of  1 1 

6  out  of  1 1 

61 

9  out  of  1 1 

6  out  of  1 1 

62 

8  out  of  1 1 

6  out  of  1 1 

64 

8  out  of  i  1 

4  out  of  1 1 

65 

1 0  out  of  1 1 

8  out  of  1 1 

67 

8  out  of  1 1 

6  out  of  1 1 

70 

6  out  of  1 1 

6  out  of  1 1 

71 

8  out  of  1 1 

6  out  of  1 1 

78 

9  out  of  1 1 

6  out  of  1 1 

80 

1 0  out  of  1 1 

6  out  of  1 1 

84 

5  out  of  1 1 

9  out  of  1 1 

85 

9  out  of  1 1 

9  out  of  1 1 

94 

7  out  of  1 1 

5  out  of  1 1 

113 

6  out  of  1 1 

6  out  of  1 1 

New  Jersey  units  coded  1-61,  Puerto  Rico  62-83,  Virgin  Islands  84-85,  and  various  from  86  to  end. 
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Special  Committee  on  Aging 
Hearing  on  End  Stage  Renal  Disease 
Written  Statement  of  Brent  Smith 
June  26, 2000 
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June  6, 2000 
Lauren  Fuller 

Senate  Special  Committee  on  Aging 
G-3 1  /  Dirksen  Center  Office  Building 
Washington  D.C.  20510 

■         ■  \ 

Lauren; 

Before  I  begin  this  dissertation  I  must  express  my  gratitude  on  behalf  of  the  many, 
many  dialysis  patients  both  present  and  future,  to  you  and  your  colleagues  for 
undertaking  such  an  arduous  task.  Investigating  an  industry  long  overdue  for 
investigation,  especially  one  that  imdermines  ever  effort  to  do  so,  must  be  difficult  at 
best. 

Regarding  our  phone  conversation  last  week  and  subsequent  discussion  of  and 
requested  assessment  of  the  industry  providing  dialysis  prescription  care  and  fulfillment 
in  Arizona. 

Without  hesitation,  and  putting  forth  no  personal  malice  towards  any  one  person, 
specific  dialysis  unit  or  purporting  any  personal  agenda,  I  submit  to  you  simply  this;  the 
dialysis  industry  from  a  patient's  point  of  view,  has  proven  itself  worthy  of  every 
investigative  effort.  Substantive  accountabilit>'  is  seriously  lacking  throughout  the  system 
of  providers,  their  administrators,  staff  and  support  personnel.  It  is  the  intention  of  this 
statement,  and  contents  there  of,  to  address  specific  issues  of  concern  in  general  tone 
with  a  supportive  incident  appendix  to  follow. 

A  patient  myself  since  1973, 1  have  witnessed  the  gradual  decline  in  competency 
of  those  given  the  responsibility  of  our  care.  This  trend  continues  and  worsens  each  year 
as  providing  companies  focus  on  bottom  line  management  and  not  patient  care.  The 
origin  of  this  downward  spiral,  in  my  opinion,  is  the  deregulation  of  the  industry  in  the 
early  1980's.  And  make  no  mistake,  what  once  was  a  provider  of  medical  service  is  now 
an  industry.  Dialysis  became  a  "for  profit"  entity  at  that  time. 

Quality  of  care,  as  attributable  to  that  event,  has  declined  in  direct  proportion  to 
the  rise  in  profitability,  revenues,  and  the  sustained  growth  of  providers.  The  term 
"quality  of  care"  is  dangerously  subjective.  For  the  sake  of  your  investigation,  the  major 
discrepancy  in  definition  confronting  dialysis  today  falls  stoically  between  the  perception 
of  care  being  offered  by  the  providers  and  the  actual  care  being  experienced  by  the 
patients.  All  is  not  as  portrayed  by  the  providing  companies.  (Appendix  A) 
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Absolute  clarity  requires  the  quality  of  care  issue  be  categorized  into  five  major 
components.  Others  may  see  this  differently.  The  first  component  is:  adequacy  of  the 
dialysis  treatment.  The  second,  though  patients  by  a  large  majority  would  rank  it  first,  is: 
the  competency  of  the  patient  care  technician.  The  third,  following  closely  is: 
knowledgeable  and  disciplined  nursing  staff.  The  fourth,  though  just  as  important  as  the 
first  three,  is:  facility  and  technology  (machines)  condition.  The  fifth  and  final 
component:  procedural  and  financial  accountability,  may  apply  in  part  to  the  previous 
four  components. 

Adequacy  of  treatment 
Competency  of  patient  care  technicians 
Knowledgeable  and  disciplined  nursing  staff 
Facility  and  technology  (machines)  condition 
Procedural  and  Financial  accountability 

Each  elemental  component  listed  encompass  a  general  area  of  concern  for 
patients.  Using  the  list  as  a  guide  I  will  attempt  to  simplify  (only  as  I  see  them)  the 
complex  problems  now  facing  the  dialysis  patient  community  as  a  whole.  It  is  my 
sincere  belief  this  method  will  demonstrate  how  intricately  dependent  the  components 

are. 

As  you  know,  I  contend  that  being  around  dialysis  for  so  many  years,  on  and  off, 
has  been  a  blessing  and  a  curse  as  well.  It  is  my  hope  the  content  and  context  of  the 
following  will  explain  why. 


65-918  2000  -8 
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Adequacy  of  treatment 

No  other  area  of  the  dialysis  circle  has  been  more  researched,  more  discussed, 
more  debated,  and  now  more  shamelessly  exhibited  that  this  component.  NKF-Dialysis 
Outcome  Quality  Initiative  (DOQI),  the  National  Kidney  Foundation's  initiative  launched 
in  1997,  issued  a  wide  range  of  new  guidelines  for  dialysis  treatments.  The  114  results 
based  guidelines  were  an  attempt  to  lower  the  unacceptably  high  death  rate  of  dialysis 
patients  in  the  United  States. 

From  the  National  Kidney  Foundation's  press  release:  (October  1, 1997) 
Quoting  Dr.  Garabed  Eknoyan,  president  of  NKF  - 

"Patients*  survival  and  well  being  depend  on  our  ability  to  convince  all  parties  -  the 
government,  the  medical  profession  and  the  patients  themselves  -  that  we  all  have  a 
role  to  play  in  brit^ng  better  care  to  everyone  on  dialysis. " 

Dr.  Nathan  Levin,  co-chair  - 

"Nearly  one-fourth  of  the  patients  on  dialysis  in  the  U.S.  die  each  year.  That  figure  is 
needlessly  high  and  avoidable  Implentation  of  these  new  guidelines  should  lower  the 
death  rate  and  provide  a  better  quality  of  life  for  patients  with  kidney  disease  " 

End  quotes. 

I  am  sure  DOQI  will  help  a  few  patients  here  and  there.  Those  who  have  doctors 
or  have  had  doctors  in  the  past  not  attending  to  their  care  to  the  degree  necessary.  And  I 
am  also  sure  that  a  tremendous  amount  of  time  and  energy  was  spent  compiling  the  data 
and  writing  the  114  new  guidelines.  Not  one  guideline  by  the  way,  addresses  the 
qualifications,  mandatory  training,  experience,  capabilities  of  patient  care  technicians. 

In  shortened  form,  DOQI  requires  a  minimum  dose  of  dialysis  and  a  requirement 
that  the  results  of  that  prescripted  dose  be  measured  at  least  once  a  month.  The  document 
mandates  nothing,  demands  little,  and  only  recommends  minimum  standards.  Which 
also,  by  doing  so,  sets  artificial  maximum  standards  as  well. 

For  anemia,  something  that  most  patients  endure,  the  guidelines  call  for  proper 
and  early  evaluation.  A  hematocrit  (the  amount  of  red  blood  cells  in  the  blood)  of  33  to 
36%  is  recommended  as  the  target  range.  The  recommendations  also  include  a  strategy 
implementation  that  provides  sufficient  amounts  of  iron  and  epogen  to  achieve  the  target. 

Other  recommendations  include  access  placement  and  care. 
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One  more  quote  from  Dr.  Levin  - 

"The  guidelines  give  patients  important  specific  information  to  actively 
participate  in  decisions  regarding  their  own  health  care.  No  longer  will  they  have  to 
simply  receive  treatment  —  with  guidelines  as  support,  they  can  insist  on  better  quality 
care. " 

Most  patients,  to  their  disadvantage,  show  little  interest,  if  any,  in  learning  about 
their  disease.  Seminars  and  classes  are  offered  to  patients,  and  have  been,  through 
various  organizations.  Most  at  little  if  any  cost.  However,  a  large  portion  of  the  dialysis 
population  depend  on  others  for  transportation  to  and  from  treatments.  It  is  often  difficult 
if  not  impossible  to  find  rides  to  any  of  the  classes.  Other  members  of  the  community  are 
employed  full  time  and  can  not  attend  classes  offered  during  the  day.  Evening  classes 
conflict  their  treatments. 


DOQI 

The  DOQI  initiative  was  completely  funded  by  Amgen,  the  sole  manufacturer 
and  supplier  of  Epogen  to  the  dialysis  industry  and  the  largest  biotechnology  company  in 
the  world.  The  struggle  with  hematocrit  and  anemia  has  plagued  the  patient  community 
for  decades. 

The  target  guidelines  used  to  be  30  -33%.  Educated  patients  have  been 
complaining  for  years  about  the  lower  target  ranges,  fonnulation  and  procedural 
computations.  (How  it  was  decided  if  your  dose  increased  or  stopped  all  together)  We 
were  told  r^^peatedly  that  the  target  levels  were  recommended  by  Amgen,  the 
manufacturer,  not  to  be  exceeded  because  of  the  clotting  risL 

The  old  method  required  the  dose  be  completely  stopped  once  a  patient  attained  a 
hematocnt  of  33%.  It  was  statistically  impossible  for  a  patient  to  maintain  an  average 
measure  within  the  target  range.  The  new  target  range  33  -  36%,  as  I  understand  it,  is  a 
rolling  average  with  a  patients  dose  reduced  by  percentages,  not  stopped  completely 
when  the  patient  surpasses  a  hematocrit  above  36%.  This  is  not  new  information.  The 
higher  hematocrit  was  always  possible.  Imagine  if  you  will,  all  the  patients  through  the 
years  who  may  have  felt  better.  (Appendix  B) 

As  a  patient,  I  am  grateful  for  this  guideline.  I  have  been  challenging  the  old  one 
for  years.  It  is  way  overdue.  However,  one  concern  I  do  have  is  this;  it  seems  the  only 
guideline  to  truly  increase  the  cost  of  a  dialysis  run  to  HCFA  is  the  increase  of  epogen 
expense  in  order  to  meet  the  recommended  guidelines.  I  believe  this  will  coincidentally 
(?)  increase  the  sales  levels  and  revenues  of  Amgen,  the  sole  manufacturer/supplier  of 
epogen.  They  also  financially  sponsored  DOQI  entirely. 
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I  have  one  question  regarding  the  DOQI  research  as  a  whole.  How  does  an 
industry  spend  millions  of  dollars,  conduct  countless  hours  of  research,  bring  all  the 
"experts"  of  the  industry  together  and  conclude  that  the  minimum  acceptable  results  of  a 
dialysis  prescripted  run  are  exactly,  more  or  less,  what  they  have  been  all  along?  The 
recommended  results  purported  by  DOQI  are  the  same  targets  any  good  doctor  would 
have  been  expecting  to  see  in  his  patient  anyway,  it  seems  the  industry  is  now 
recommending  guidelines  they  SHOULD  have  been  attaining  in  the  first  place. 

The  attempt  will  accomplish  little  if  anything  at  the  patient  care  level.  Achieving 
the  target  results  recommended  can  be  easily  accomplished  through  normal,  medically 
adequate,  and  carefully  monitored  dialysis  treatments  in  conjucntion  with  the  patient's 
own  diligent  adherence  to  dietary  and  fluid  restrictions. 

The  press  release  seems  to  be  in  conflict  with  regards  to  the  reuse  (reprocessing 
of  dializers)  issue.  They  recommend  continued  use  of  the  practice  yet,  at  a  later  point, 
refer  to  the  higher  mortality  rate  in  facilities  where  reuse  of  dializers  is  common 
procedure.  Does  this  imply  that  DOQI  recommends  the  acceptance  of  the  higher 
mortality  rate  among  patients  of  reuse  facilities?  Could  financial  constraints  and  priority 
dictate  and  contribute  too  the  conflict? 

Again,  DOQI  provides  for  and  sets  little  if  any  guideline  or  recommendation  for 
the  training,  minimum  required  education,  and  prerequisite  medical  experience  of 
patient  care  technicians. 
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Competency  of  Patient  Care  Technicians 

This  component  is  the  most  controversial.  Descriptions  and  requirements  of  just 
what  is  or  what  makes  a  tech  "competent"  fall  to  subjective  perceptioiL  It  is  here  in  this 
issue  the  greatest  discrepancy  is  found.  As  a  patient,  it  is  difficult  to  script  the 
tremendous  differences  in  what  a  dialysis  technician  was  before  deregulation  and  what 
they  have  become  in  the  eighteen  or  so  years  after. 

In  the  year  I  started  dialysis,  1973,  the  dialysis  technicians  were,  by  large  margin, 
nurses.  Not  the  average  nurse,  but  graduates  in  the  top  percentages  of  their  class.  We  had 
bio-medics  returning  from  Viet  Nam.  Even  a  few  interns  would  participate  for  a  year  or 
so  to  get  the  experience.  Every  technician  had  a  college  degree.  Every  technician  had 
previous  medical  exposure.  It  was  an  elite,  enviable  profession.  Today,  a  high  school 
diploma  is  the  minimum  required  education  level.  If  that.  Absolutely  NO  previous 
medical  experience  is  required 

The  new  patient  care  technicians  are  put  through  a  general,  superficial  eight  week 
training  period  and  assigned  to  the  floor  with  supervision.  The  present  process  is 
absolutely  unsatisfactory  and  exposes  the  patient  to  critically  dangerous  situations. 

The  lack  of  training  and  prerequisite  medical  experience  are  not  the  only 
concerns  involved.  More  importantly  to  some,  the  labor  pool  from  which  new  technicians 
are  drawn  is  not  dissimilar  to  that  which  supply  employees  to  fast  food  chains,  grocery 
stores  and  large  discount  stores.  The  compensation  packages  and  benefits  offered  the 
new  personnel  sllows  for  little  else. 

I  have  witnessed  countless  examples  of  poorly  trained  patient  care  technicians, 
whose  background  fits  this  description,  demonstrating  a  complete  inability  to  learn  or 
retain  information.  By  making  the  same  procedural  mistake  or  miscalculation  repeatedly, 
the  conclusions  are  accurate  and  clear.  There  are  exceptions,  but  those  technicians  tend 
to  be  those  who  have  worked  in  the  industry  for  well  over  fifteen  to  twenty  years. 

To  summarize;  in  place  of  the  nurses,  college  graduates,  interns,  and  bio-medics, 
we  have  inexperienced  high  school  graduates  'vith  no  medical  exposure.  A  training 
program  which  offers  little  resemblance  to  actual  real  world  substance  and  degree,  leaves 
today's  patient  care  technicians  lacking  in  every  critical  criteria  required  to  provide  for 
safe,  accurate,  antiseptic,  procedurally  guided  dialysis  treatments.  The  patients  are  truly 
at  risk. 

The  dialysis  procedure,  the  initiation  of  and  removal  from  the  machine,  the 
inherent  dangerous  exposures,  the  stringent  antiseptic  requirements  demanded  by  the 
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procedure  itself,  have  NOT  changed.  Only  the  quality  and  ability  of  those  administering 
the  ceire  have. 

In  Nephrology  News  &  Views,  December  1999  issue,  an  article  titled  Seeing 
Dialysis  Technicians  as  Nephrology  Practitioners  in  the  21st  Century.  Russell  Dinmiitt, 
CHT  and  Belinda  Bethea,  CHT  write; 

The  future  of  NANT  (National  Association  of  Nephrology  Technicians/ 
Technologists)  is  promoting  throughout  all  facilities  and  boundries  in  this  coming  year 
(2000)  the  importance  of  providing  quality  service  to  the  ESRD  patients  through 
standardized  training.  What  are  the  benefits  to  the  renal  care  stafP  Technicians  wUl: 


•  Come  with  the  tools  of  education  and  theory. 

•  Know  patient  signs  and  symptoms  of  high  and  low  blood 
pressure  chaises  during  treatment 

•  Know  the  why 's  and  how 's  of  a  patient  having  a  pyrogemc 

reaction. 

•  Know  the  dialysis  machine 

•  Foster  positive  attitudes 


Technicians  should  understand  all  aspects  of  chronic  renal  failure  and  it's 
treatment,  including  the  patient  and  machine.  Standardized  curriculum  and 
certification  is  crucial  in  providing  increased  awareness  and  knowledge  of  ESRD 
patients. 

The  outgoing  president  (Mr.  Dimmitt)  of  NANT,  and  the  incoming  president  (Ms. 
Bethea)  certainly  must  be  aware  that  this  encapsulation  and  it's  content  bare  little 
resemblence  to  the  actuality  of  dialysis  care  provided  in  the  country.  Are  we  as  patients 
to  believe  that  this  organization,  which  attempts  to  set  the  standards  for  the  patient  care 
technician  position,  is  offering  (only  now)  this  proclamation  of  intended  care  for  the 
New  Century?  What  happened  to  the  past  twenty-five  years?  Are  they  intimating  that  the 
ESRD  patient  may  have  received  improper,  inadequate  treatment  initiated  by  poorly 
trained  unqualified  staff  over  the  past  decades? 

If  PCTs  are  to  understand  all  aspects  of  chronic  renal  failure  and  if  s  treatment, 
the  labor  pool  of  potential  applicants,  present  training,  minimum  educational 
requirements,  and  absence  of  prerequisite  medical  experience  in  sum  are  at  best, 
impossible  to  correlate  into  the  above  dictated  practice.  As  of  this  writing,  only  six  states 
have  licensing  or  mandated  certification  statutes  in  place.  In  my  state,  Arizona,  we 
license  manicurists  and  NOT  patient  care  technicians. 

Quoting  Mr.  Martin  V.  Hudson,  former  Chief  of  Dialysis  Operations  at  Palo  Alto 
VA  Medical  Center : 

Some  believe  that  400/600  hours  of  trairung  is  enough  for  the  PCT;  that 
equates  to  10  to  12  weeks.  At  the  dialysis  facility  where  I  trained  and  later  became 
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supervisor  of  a  ten-  member  technical  staff,  the  introductory  training  to  dialysis 
therapy  was  six  months!  Clinical,  as  well  as  non-clinical  issues  were  taught  in  equal 
amounts.  The  finished  product  was  a  soundly  prepared  practioner.  But  time  and 
circumstances  have  changed,  and  most  deflnately,  in  my  view,  not  for  the  present  and 
future  good  of  our  practice.  This  does  not  bode  well  for  positive  patient  outcomes. 

Exceipts  &om  article  How  Can  We  "Standardize"  Tecbmcian  Training?    Nqshiolcgy  New  &  Views;  November  1999 

An  exemplary  example  of  training  deficiency  among  patient  care  technicians  is 
found  in  the  following  summary  of  an  experience  I  endured. 

At  one  point  I  suffered  an  extended  period  of  appetite  loss,  weight  loss,  and  over 
all  lethargy  caused  predominately  by  depressioiL  The  condition  due,  in  part,  to  personal 
and  work  related  issues.  Prior  to  each  dialysis  treatment,  then  as  now,  the  patient  is 
assessed  and  asked  directly  about  his  appetite.  Responding  in  similar  fashion  at  each 
treatment  v^dth  "poor"  and  Fm  not  eating,"  this  dialogue  continued  for  close  to  four 
months. 

My  dialysis  prescription  calls  for  a  potassium  bath  of  1.  The  bath  values  vary 
from  1  to  4,  measunng  the  amount  of  potssium  in  the  bath  and  the  level  of  possible 
exchange  and  removal.  The  lower  the  bath  level,  the  lower  the  potassium  outcomes.  My 
potassium  bath  level  remained  constant  while  my  ingestion  of  foods  (any  food) 
containing  potassium  declined. 

Monthly  lab  results  showed  clear  evidence  of  steady  decline  in  potassium  levels 
for  three  consecutive  months.  The  fourth  week  into  the  fourth  month,  the  potassium  level 
carried  in  my  blood  fell  to  a  point  below  the  3.5  minimum  level  required  to  live.  During 
the  third  hour  of  a  four  hour  treatment,  I  suffered  cardiac  arrest.  After  seventeen  minutes 
the  paramedics  were  able  to  revive  me  successfully.  Emergency  Room  records  show  a 
potassium  level  of  2.9  at  arrival  and  admittance.  Discharge  Sunmiary  records  ventricular 
fibrillatory  arrest,  secondary  to  hypokalemia,  (low  potassium) 

The  patient  care  technicians  lacked  the  training  to  correlate  the  lack  of  appetite 
and  weight  loss  with  the  low  potassium  bath.  The  seriousness  of  the  problem  and 
possible  results  were  never  addressed  to  the  staff  dietician  or  any  of  the  charge  nurse 
staff.  The  event  was  completely  preventable. 
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Knowledgeable  and  disciplined  narsing  staff 


The  practicing  dialysis  nurse  is  bound  by  two  of  the  most  diametrically  opposed 
forces  found  in  todays  provider  facility.  A  nurse's  desire  to  provide  safe,  adequate,  and 
compassionate  care  to  the  patients  versus  the  ability  to  provide  such  care  under  the 
considerable  constraints  found  in  most  facilities  with  regards  to  the  demands  of  bottom 
line  management. 

Medical  administrators  (nurses)  and  full  charge  nurses  in  each  facility  may  or 
may  not  have  a  lengthy  employement  history  and  or  experience  in  the  dialysis  field.  The 
large  majority  of  them  do.  However  many  of  the  floor  nurses  today  are  not  as 
experienced.  Some  seem  to  lack  even  the  most  basic,  remedial  knowledge  and 
understanding  of  the  dialysis  machine,  it's  processes,  related  outcomes,  and  result-driven 
changes  in  settings.  Only  general,  generic  information  is  offered  with  specific  subject 
matter  inquiries  directed  to  the  patient's  primary  physician  or  nephrologist. 

It  is  understood  that  the  patient's  doctor  writes  the  presciption  for  dialysis  and  that 
the  prescription  itself  is  referred  to  and  used  as  a  guide  by  the  attending  nurse.  However, 
a  patient  may,  in  some  instances,  require  suttle  changes  be  made  on  a  treatment  by 
treatment  basis  in  an  attempt  to  improve  their  result  and  outcome.  Nurses  should  be 
qualified  to  answer  questions  pertaining  to  potential  outcomes  and  risks  associated  with 
the  patients  request.  Many  are  not. 

The  nursing  staff  in  any  present  dialysis  facility  face  arduous,  contradictory  and 
complex  issues  on  a  dailiy  basis.  The  average  facility  today  is  understaffed.  Finding  and 
keeping  competent  employees  is  difficult  and  frustrating  at  best.  Personnel  are  constantly 
overworked.  Twelve  hour  shifts  plus  happen  fi-equently.  The  staff  in  general  (with 
exception),  is  undertrained  to  begin  with.  Undertrained  nurses  cannot  supplant  or  support 
overworked,  undertrained  patient  care  technicians. 

Sitting  in  a  patients  chair  for  four  hours,  three  times  per  week,  exposes  the 
cognizant  patient  to  the  results  of  the  situation  described  above.  First  and  foremost, 
patient  care  technicians,  as  well  as  floor  nurses  NOT  PAYING  ATTENTION.  This  is  the 
biggest  contention  most  patients  have.  All,  if  not  most,  patient  concerns  are  rooted  in  this 
issue. 

High  infiltration  percentages,  miscalculated  settings,  wrong  dializers,  machines 
set  up  incompletely,  heparin  not  initiated  or  clamped  after  initiation,  these  are  just  a  few 
incidents  that  occur  repeatedly.  The  staff  usually  attributes  these  lapses  in  procedure  or 
judgement  to  human  error.  Human  error  occurs  by  chance.  Pure  chance  dictates  a  one  in 
five  (20%)  opportunity  of  occurance.  Anything  above  that  is  negligence. 
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Facility  and  Technology  (machines)  &  conditions 

In  the  facility  where  I  dialyze  most  machines  are  over  seven  years  old.  Newer, 
more  efficient  machines  are  always  being  produced  For  relevancy,  compare  the  advances 
in  the  personal  computer  industry  the  past  seven  years.  This  industry  refuses  to  introduce, 
on  a  industry  wide  basis,  maximum  standards  for  length  of  operation,  critical  component 
replacement,  and  hours  of  operation  for  the  equipment  being  used.  Each  unit  maintains 
and  replaces  equipment  as  they  see  fit.  With  the  emphasis  so  solidly  focused  on  the 
bottom  line,  equipment  is  hardly  ever  replaced  with  new,  upgraded  and  technologically 
advanced  models.  Most  units  have  one  equipment  meiintenance  worker.  If  he  or  she 
continually  calibrates  all  the  equipment  to  her  own  standards  and  beliefs,  uses  his  or  her 
own  methodology,  the  equipment  usually  will  be  calibrated  wrong,  exposing  patients  to 
undo  risk.  Most  of  which  they  are  never  told  about.  All  can  not  or  will  not  be  detected. 

Facility  maintenance  and  upkeep  varies  form  unit  to  unit.  I  am  unaware  of  any 
mandated  requirements  for  this  area.  Most  units  however,  seem  to  forget  that  they  are 
MEDICAL  FACILrnES.  Some  units  I  have  been  in  were  filthy.  Others  needed  an 
exterminator.  In  general  I  would  say  most  units  do  attempt  to  keep  the  facility  looking 
presentable.  But,  since  they  are  rarely  if  ever  inspected,  what  incentive  do  they  have  to 
maintain  it  as  a  medical  facilty  should  be  maintained? 

On  any  given  day,  techs  routinely  mishandle  critical  components  of  the  patient's 
care  apparatus.  Dialyzers  are  thrown  into  containers,  not  placed.  I've  seen  dialyzers 
dropped  hard  to  floor  and  hit  directly  on  end,  and  then  placed  into  cabinets  for  future  use. 
This  despite  procedural  requirements  to  the  contrary.  Gloves,  gauze,  and  other 
components  of  the  treatment  are  consistantly  exposed  to  patient  care  technician's 
uncleaned  hands,  sink  spilliage,  and  periferal  contaminents.  Procedural  conditions  do 
exist,  they  are  just  not  adhered  to,  or  they  are  adhered  to  at  the  whim  of  the  technicians. 

Dialysis  companies  usually  have  their  own  code  of  ethics.  But  those  companies 
many  times  handle  large  number  of  patients  while  consistently  being  understaffed. 
Therefore  any  code  of  ethics  is  easily  ignored.  This  definition  of  ethics  with  reagrd  to 
patient  treatments  falls  into  constant  compliancy  question  when  the  definition  of  "clean" 
as  required  by  Medicare  for  all  gloves  and  medical  supplies.  Storage  of  such  items  is 
most  often  out  in  the  open,  uncovered.  Boxes  of  gloves  placed  and  stored  near  sinks, 
risking  contamination  from  water  spillage. 
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Procedural  and  Financial  Accountability 

The  dialysis  providing  industry  is  the  only  entity  that  I  am  aware  of  where  the 
consumer,  the  patient,  has  little  if  any  avenue  of  financial  recourse  or  control  of  the 
disbursement  of  funds  used  to  pay  for  the  expense  of  their  treatment.  The  treatment  and 
it's  peripheral  or  direct  procedural  activities  can  start,  endure,  and  end  at  the  unit's 
dispersion  with  the  patient  (again  the  consumer)  having  absolutely  NO  CONUMER 
RIGHTS. 

Complaints  to  the  individual  unit's  management  go  unanswered  at  worst.  At  best, 
the  patient  is  led  to  believe  the  management  is  concerned  and  will  attend  to  the  issue. 
Mostly,  they  pacify  the  patient,  tell  them  what  they  want  to  hear,  and  turn  away  from  the 
issue.  (Appendix  C) 

A  patient  does  have  the  right  to  forward  the  complaint  or  issue  to  the  End  Stage 
Renal  Disease  Network.  The  usual  path  of  information  flows  back  to  the  unit.  Even  if 
the  complaint  is  offered,  tended  anonymously,  it  is  irrelevant  It  is  not  difficult  for  the 
unit's  management  to  discover  who  the  complaintant  is.  Therefor  most  patients  do  not 
offer  a  complaint.  Fear  of  sure  retribution,  in  even  the  most  subliminal  way,  prevents 
them  from  it. 

Full  financial  accountability  to  the  consumer  and  their  agents,  HCFA  and 
Medicare,  is  nonexistent.  A  unit,  their  nurses,  technicians,  and  additional  staff  can 
administer  the  treatment  and  conduct  themselves  in  any  manor,  with  the  patient  being  the 
recipient  of  the  activity  and  results  thereof,  and  yet  still  get  reimbursed  for  the  treatment 
in  full,  even  if  a  patient's  treatment  is  cut  short  by  a  significant  margin  due  to  unit  or 
human  error,  the  treatment  is  submitted  and  paid  for  in  full. 

The  providers  often  claim  that  the  patient's  care  would  be  better  if  the  patient 
would  make  the  effort  to  educate  themselves  about  their  care  and  treatment.  Yet,  even  as 
late  as  last  week,  I  have  encountered  another  patient  who,  while  actively  seeking  to 
educate  themselves  as  the  providers  suggest,  continually  get  rejected  at  the  attempt.  In 
point  of  fact  and  actuallity,  the  providers  would  rather  keep  the  patients  uneducated  and 
submissive.  Controlling  the  patient  population  is  much  easier  when  their  treatments  keep 
them  barely  alive,  and  little  on  site  education  if  any,  is  offered. 
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Closing  Statement 

In  closing,  I  say  to  you  simply  this;  through  the  entirety  of  my  dialysis  experience 
I  have  shunned  the  classification  as  and  avoided  the  label  of  "dialysis  patient."  And  the 
stereotyping  that  went  with  it.  Yet  today  I  appear  before  you,  in  a  public  forum,  as  a 
dialysis  patient.  The  subject  matter  being  discussed  is  that  important. 

Patients  can  and  do  lead  productive,  purposeful  lives.  It  has  become  however,  an 
ever  increasing  burden  to  do  so.  Monitoring  a  patient  care  technician's  ability  and 
intention  every  treatment  week  after  week  is  a  tremendously  stressful  undertaking. 
Enduring  the  limits  and  inadequacies  of  the  present  system  compound  the  tolerable 
symptoms  of  treatment  into  intolerable,  unjustifiable,  and  inexusably  finstrating 
experiences. 

My  purpose  today  in  appearing  before  this  committee  was  to  present  the  life  of  a 
dialysis  patient  to  you.  It  is  my  life  and  that  of  many  others.  We  live  it  every  day.  You 
can  not  possibly  understand  it  unless  you  are  a  dialysis  patient  yourself  I  sincerely  hope 
you  or  a  loved  one  will  never  experience  it,  but  I  do,  with  dignity  and  all  do  respect, 
implore  you  to  do  something  about  it. 

Thank  you,  on  behalf  of  all  dialysis  patients. 


Brent  Smith 
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Appendix  A 


As  testimony  given  at  this  hearing  will  attest,  accurate,  truthful,  comprehensive 
records  keeping  within  the  industry  is  relegated  to  the  lowest  of  priority.  Especially  those 
records  meant  to  assess  the  quaUty  of  training,  ability  of  staff,  and  patient  care  technician 
errors  in  judgement,  skill,  or  attentiveness  to  detail. 

The  "Incident  Report"  record,  the  report  procedurally  used  to  summarize  an  event 
or  issue  with  regard  to  patient  care  and  mistakes  given  thereof,  are  rarely  if  ever  written.  I 
was  imable  to  attain  a  copy  of  the  incident  report  written  at  the  time  of  my  death 
experience  refrenced  in  earlier  testimony.  When  approached  for  a  copy  of  the  report  the 
nurse  responded  that  the  report  "  if  written"  was  their  property  and  not  part  of  my 
accessable  medical  records. 

This  type  of  incident  is  never  docunmiented  correctly  (without  prejudice  given 
the  staff  member  or  imit)  and  upper  management  receives  little  if  any  supporting 
evidence  to  the  contrary. 

No  incentives  exist  within  the  industry  to  keep  accurate  records  of  mistakes, 
human  errors,  faulty  equipment  incidents,  etc.  Exactly  the  opposite  incentives  do  exist. 
The  main  one  being  the  threat  of  litigation.  This  lack  of  documentation  leads  upper 
management  into  a  false  sense  of  what  is  real,  in  turn  a  false  sense  of  security.  "When 
patients  do  file  complaints,  most  are  never  recorded,  except  possibly  by  a  patient's 
written  communication,  and  most  take  upper  management  by  complete  surprise. 

Even  the  entity  ESRD  (End  Stage  Renal  Disease)  has  come  under  fire.  ESRD, 
established  in  1978  to  provide  an  oversight  program.  Two  of  their  stated  goals  are  to 
ensure  quality  of  care  for  dialysis  patients  through  continuous  examination  and 
evaluation  of  practice  and  to  ensure  patient  satisfaction  and  good  quality  of  life,  (see 
page  three  of  four  —  Can  we  Count  on  Federal  Center  for  Patient  Safety  to 
Represent  Patient  Interests.  * 


*  Taken  from  Ckdorado  Healthsite: 

To  Err  is  Human:  Building  a  Better  Health  Care  System 
by  the  Institute  of  Medicine,  Natiooal  Academy  of  Medicine 

National  Academy  Press,  Advance  Copy,  Copyright  1 999 

As  reviewed  by  Sandra  McCray,  J.D.,  Executive  Director  of  Colorado  Healthsite,  ESRD  Patient,  and 
Transplant  Recipiott 
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To  Err  is  Human:  Building  a  Better  Health  Care  System 

by  the  Institute  of  Medicine,  National  Academy  of  Medicine 
National  Academy  Press,  Advance  Copy.  Copyright  1999. 

Reviewed  by  Sandra  McCray,  J.D.,  Executive  Director  of  Colorado  HealthSite,  ESRD  Patient,  and 
Transplant  Recipient 

This  report  by  the  Institute  of  Medicine  represents  a  major  step  forward  in  the  recognition  and 
documentation  of  medical  errors  in  the  U.S.  medical  s>'stem.  With  surprising  candor,  the  committee 
gives  us  frightening  anecdotes  and  alarming  statistics. 

Evidence  of  the  Problem 

Anecdotes  that  are  far  too  common: 

•  The  knowledgeable  health  reporter  for  the  Boston  Globe,  Betsy  Lehman,  died  from  an 
overdose  during  chemotherapy.  Willie  King  had  the  wrong  leg  amputated.  Ben  Kolb  was 
eight  years  old  when  he  died  during  "minor"  surgery  due  to  a  drug  mix-up. 

Here  are  the  statistics,  which  are  based  on  data  from  hospitals: 

•  ...at  least  44,000  Americans  die  each  year  as  a  result  of  medical  errors.  ...the  number 
may  be  as  high  as  98,000.  More  people  die  in  a  given  year  as  a  result  of  medical  errors 
than  from  motor  vehicle  accidents  (43,458),  breast  cancer  (42,297),  or  AIDS  (16,516). 

The  Tip  of  the  Iceberg 

According  to  the  committee: 

•  These  figures  ofifer  only  a  very  modest  estimate  of  the  magnitude  of  the  problem  since  hospital 
patients  represent  only  a  small  proportion  of  the  total  population  at  risk,  which  includes  all 
patients  undergoing  some  sort  of  medical  treatment. 

The  Most  Common  Errors 
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The  most  common  categories  of  medical  errors  are: 

•  Diagnostic  -  including  error  or  delay  in  diagnosis,  failure  to  employ  appropriate  tests,  use  of 
outmoded  tests  or  therapies,  failure  to  act  on  results  of  monitoring  or  testing. 

•  Treatment  -  including  error  in  the  performance  of  an  operation,  procedure,  or  test;  error  in 
administering  the  treatment;  error  in  the  dose  or  method  of  using  a  drug;  avoidable  delay  in 
treatment  or  in  responding  to  an  abnormal  test;  inappropriate  (not  indicated)  care. 

•  Preventative  -  failure  to  provide  preventative  treatment,  inadequate  monitoring  or  follow-up  of 
treatment. 

Medication  errors  are  particularly  common  and  are  preventable.  Inappropriate  prescribing  is  an 
important  factor  in  accounting  for  medication  errors.  Here  are  some  examples  of  in^propriate 
prescribing: 

•  physicians  do  not  routinely  screen  for  potential  drug  interactions,  even  when  medication  history 
information  is  readily  available, 

•  pharmacists  dispense  the  wrong  drug  or  wrong  strength, 

•  physicians  prescribe  inappropriate  drugs  for  nearly  a  quarter  of  all  older  patients, 

•  hospitals  order  and/or  administer  the  wrong  medications 

The  Goal  of  the  Report 

The  Committee  describes  the  purpose  of  the  report  as  follows: 

" . .  to  break  the  cycle  of  inaction.  The  status  quo  is  not  acceptable  and  cannot  be  tolerated  any  longer. 
Despite  the  cost  pressures,  liability  constraints,  resistance  to  change  and  other  seemingly 
insurmountable  barriers,  it  is  simply  not  acceptable  for  patients  to  be  harmed  by  the  same  health  care 
system  that  is  supposed  to  offer  healing  and  comfort." 

The  overall  goal  of  the  authors  is  patient  safety,  which  the  committee  defines  as  fi-eedom  fi-om 
accidental  injury  resulting  fi-om  medical  treatment. 

Recommendations 

Given  the  magnitude  of  the  problem,  all  of  us  should  look  carefioUy  at  the  recommendations  of  the 
committee  and  ask  whether  these  recommendations  are  likely  to  meet  the  goal  set  by  the  committee. 
The  recommendations  are  built  on  the  following  premise: 

•  The  committee  asserts  that  a  major  force  for  improving  patient  safety  is  the  intrinsic  motivation 
of  health  care  providers,  shaped  by  professional  ethics,  norms  and  expectations.  . . .  Factors  in 
the  external  environment  include  availability  of  knowledge  and  tools  to  import  safety,  strong 
and  visible  professional  leadership,  legislative  and  regulatory  initiatives. . . .  Factors  inside  health 
care  organizations  include  strong  leadership  for  safety,  an  organizational  culture  that  encourages 
recognition  and  learning  fi-om  errors,  and  an  effective  patient  safety  program. 

Here  are  ^bme  of  the  specific  recommendations  of  the  committee: 


1 .  Congress  should  create  a  Center  for  Patient  Safety 
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2.  A  nationwide  mandatory  reporting  system  should  be  established  that  provides  for  the  collection 
of  standardized  information  . . .  about  adverse  events  that  result  in  death  or  serious  harm. 

3.  The  development  of  voluntary  reporting  should  be  encouraged. 

4.  Health  care  organizations  should  focus  greater  attention  on  patient  safety. 

5.  Performance  standards  and  expectations  for  health  professionals  should  focus  greater  attention 
on  patient  safety. 

6.  The  FDA  should  increase  attention  to  the  safe  use  of  drugs. 

7.  Health  care  organizations  and  the  professionals  affiliated  with  them  should  make  improved 
patient  safety  a  declared  and  serious  aim. 

What  is  Missing  Here? 

My  first  thought  on  reading  these  recommendations  was:  isn't  patient  welfare  akeady  the  primary 
objective  of  health  care  organizations,  professionals,  and  the  FDA?  If  not,  what  are  the  primary  goals 
of  these  organizations  and  professionals? 

I  was  also  startled  to  find  that  the  report,  which  has  as  its  goal  patient  safety,  was  virtually  devoid  of 
recommendations  that  include  patient  education,  direct  patient  representation,  regional  patient 
committees  with  power  to  review  and  offer  public  critiques  of  the  actions  of  the  proposed  Center  for 
Health  Care  Polic\'  and  Research.  In  fact,  I  could  find  only  one  reference  to  the  role  of  patients  in  the 
report. 

What  recourse  will  pateints  have  except  expensive  litigation  in  an  unreasonably  delayed  judicial 
system? 

Can  we  Count  on  the  Federal  Center  for  Patient  Safety  to  Represent  Patient  Interests? 

One  way  to  begin  to  answer  this  important  question  is  to  look  at  existing  federal  health  care  oversight 
organizations.  One  of  us  has  direct  personal  experience  with  one  such  organization  -  the  End- Stage 
Renal  Disease  Network  (ESRD).  This  program  was  established  in  1978  to  provide  an  oversight 
system.  The  Network  initiated  a  quahty  assurance  program  in  1991.  Two  of  the  stated  goals  of  the 
program  are  to  ensure  quality  of  care  for  dialysis  patients  through  continuous  examination  and 
evaluation  of  practice  and  to  ensure  patient  satisfaction  and  good  quality  of  life.  Indeed  the  ESRD 
Network  system  states  clearly  that  patients  are  the  ultimate  benefactors  of  the  ESRD  Network 
Program  .  We  can  evaluate  the  success  or  failure  of  the  program  in  two  ways  -  through  patient 
anecdotes  and  through  scientific  studies. 

I  was  for  several  years  a  patient  member  of  the  Medical  Review  Board  of  one  of  the  ESRD  networks. 
During  that  time,  on  numerous  occasions  I  voiced  my  concern  about  the  poor  quality  of  care  in  some 
of  the  dialysis  units  in  the  network.  I  watched  the  members  of  the  Board  fail  to  take  meaningfiil  action 
even  in  the  face  of  known  substandard  practice.  I  heard  physician  members  of  the  Board  find  self- 
serving  reasons  why  they  shouldn't  take  action.  I  heard  them  claim  that  they  couldn't  make  expensive 
changes  to  effect  better  care  because  the  reimbursement  fi-om  Medicare  was  too  low.  I  wondered  how 
these  physicians  could  cope  with  their  own  disregard  for  their  patients'  health.  Finally,  having  been 
unable  to  bring  about  any  change  for  better  quality  of  care  for  dialysis  patients  and  unwilling  to  sit  on  a 
Board  that  did  not  give  its  highest  priority  to  patient  safety,  I  resigned  in  1999. 

Another  way  to  determine  the  success  of  the  ESRD  network  program  is  to  look  at  scientific  studies  of 
dialysis  in  the  US.  since  the  initiation  of  the  ESRD  quality  assurance  program  in  1991. 
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A  brief  look  at  the  CHS  Reports  on  Kidney  Dialysis  demonstrates  the  many  serious  problems  with 
dialysis  morbidity  and  mortality  in  the  U.S.  as  compared  with  other  industriaUzed  nations.  Here  is  how 
two  physicians,  writing  a  review  article  on  Dialysis  in  tlie  US  in  the  The  New  England  Journal  of 
Medicine  recently  summed  up  the  problems: 

•  The  yearly  mortality  among  patients  being  treated  with  dialysis  is  nearly  25%, 

•  Deaths  are  due  mainly  to  cardiovascular  diseases  and  infections, 

•  Hypertension  is  a  major  risk  factor  for  cardiovascular  disease, 

•  The  administration  of  erythropoietin  may  worsen  blood  pressure  in  about  25%  of  patients, 

•  Malnutrition  is  estimated  to  be  present  in  about  50%  of  patients  with  ESRD  and  is  associated 
with  increased  morbidity  and  mortality, 

•  The  rates  of  death  among  dialysis  patients  in  the  US  are  25  to  50%  higher  than  those  in 
Japan  and  Europe. 


This  is  some  of  the  shocking  evidence  that  the  federal  ESRD  Network  program  has  failed  to  deliver 
quality  of  care  for  US  dialysis  patients.  The  ESRD  Network  program  is  physician-run  and  mandates 
secrecy  of  quality  of  care  data.  Patients  are  largely  defenseless. 


What  Patients  Need 


It  is  time  to  give  up  models  such  as  the  ESRD  Network  program  and  develop  programs  that  include 
public  release  of  quality  of  care  data,  patient  education,  direct  patient  representation,  regional  patient 
committees  with  power  to  review  and  offer  public  critiques  of  the  actions  of  the  proposed  Center  for 
Health  Care  Policy  and  Research.  A  serious  patient  safety  program  should  also  require  dialysis  units 
and  hospitals  to  release  data  on  their  patient  safety  record  in  a  form  that  patients  can  understand. 

It  would  be  unthinkable  for  our  government  to  hide  the  existence  of  airplane  crashes,  along  with  the 
reasons  for  the  crash.  Yet,  that  is  what  is  happening  now  with  medical  errors.  Once  this  information  is 
released  on  a  continuous  basis,  patients  will  have  the  tools  and  information  they  need  to  protect  the 
quality  of  their  care. 


Return  to  Book  Reviews 
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Appendix  B 

The  following  article  The  Makins  and  Selling  of  a  Star  Drug,  written  by  Merrill 
Goozner,  appeared  in  the  Chicago  Tiihune,  Monday,  May  24, 1999. 

The  content  of  the  article  describes  in  detail  how  a  patient's  health  is  being 
dictated  by  the  corporate  lobbiest  and  driven  by  corporate  profit. 
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Section:  NEWS 
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The  most  expensive  drug  in  the  federal 
government's  medicine  chest  is  called 
Epogen~a  synthetic  version  of  one  of  the 
body's  most  vital  proteins. 

Epogen  performs  what  it  was  designed  to 
do  in  spectacular  fashion,  helping  dialysis 
patients  fend  off  anemia  and  stay  more 
active. 


Just  as  spectacularly,  it  has  propelled  its 
manufacturer,  California-based  Amgen 
Inc.,  to  the  fiont  ranks  of  the 
pharmaceutical  industry's  biotech  wing. 

This  side  eflFect  wasn't  a  miracle.  Instead, 
Epogen's  success  is  the  inevitable  by- 
product of  a  Medicare  system  that  has 
failed  to  control  costs  and  a  company 
that  knew  how  to  play  the  game,  whether 
that  meant  paying  for  high-powered 
lobbying  or  for  influential  research. 

How  Epogen  went  from  its  development 
in  a  University  of  Chicago  laboratory  to  a 
blockbuster  drug  sheds  light  on  the  high- 
stakes  maneuvers  of  the  pharmaceutical 
industry  and  on  a  costly  reimbursement 
system  that  is  underwritten  by  taxpayers. 

The  tab  for  Epogen,  vvath  80  percent 
,  ,    being  picked  up  by  the  government,  has 
more  than  tripled  during  the  1990s  and 
now  exceeds  $800  million,  according  to 
government  records. 
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The  story  of  Epogen  also  is  an  important 
one  for  the  nation's  policymakers  and 
health-care  ofifidals  as  the  government 
contemplates  using  Medicare  to  pay  for 
an  array  of  prescription  drugs. 

Although  there  are  legitimate  concerns 
about  how  changes  in  government 
polities  might  create  hardships  for 
dialysis  patients,  the  debate  over  Epogen 
has  effectively  been  framed  by  the  one 
participant  with  the  most  to  gain  and  a 
big  budget  to  get  its  way:  Amgen. 

The  company  spends  $1.5  million  a  year 
to  lobby  in  Washington.  And  when  its 
Epogen  profits  were  threatened,  it  turned 
to  some  of  the  capital's  heaviest  hitters: 
the  former  chairman  of  the  Republican 
National  Committee,  former  Sen.  Bob 
Dole  and  Sen.  Arlai  Specter. 

Amgen  argues  that  government  efforts  to 
curb  spending  on  Epogen  were  not  in  the 
best  interest  of  patients  and  that  taking 
more  of  their  drug  would  make  dialysis 
patients  healthier.  Amgen's  long-term 
agenda  could  double,  and  perhaps  triple, 
the  use  of  the  drug. 

Nearly  40  percent  of  Amgen's  total 
revenue  comes  from  sales  of  Epogen  to 
govemment-fimded  dialysis  clinics, 
according  to  the  company's  Securities 
and  Exchange  Commission  filings.  Last 
year,  Amgen's  pretax  profit  margin  was 
32  percent  of  sales,  compared  with  a  19 
percent  industry  average.  Amgen  is  now 
the  biggest  biotechnology  company  in  the 
world. 

As  Amgen's  profits  suggest,  efforts  to 
control  spending  on  Epogen  have  failed 
consistently.  The  government  has  the 
power  to  rein  in  Epogen' s  costs  in  several 
ways:  For  instance,  it  could  unilaterally 
reduce  the  price  it  pays  per  unit  of  the 
drug;  it  could  cap  patient  dosages,  which 
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have  been  pushed  steadily  higho*  despite 
ongoing  debate  over  the  health  and  cost 
benefits;  and  it  could  order  changes  in  the 
way  the  drug  is  administered.  It  has  done 
nothing. 

A  star  drug  is  bom 

The  protein  erythropoietin  (EPO), 
secreted  into  the  blood  by  the  kidneys, 
was  first  identified  at  the  University  of 
Chicago  by  molecular  biologist  Eugene 
Goldwasser  in  1977  after  two  decades  of 
government-funded  research. 

EPO  signals  the  bone  marrow  to  produce 
red  blood  cells,  which  transport  oxygen 
around  the  body.  When  the  blood's  red 
ceil  count  declines—a  routine,  daily 
function— the  kidneys  automatically 
secrete  EPO  to  restore  the  count. 

Failing  kidneys  do  not  produce  enough 
EPO,  leading  to  anemia.  In  the  early 
1980s,  the  biotech  industry  realized  that 
whoever  developed  a  synthesized  version 
of  EPO  would  tap  into  the  huge  market 
among  the  nation's  steadily  growing 
dialysis  population,  which  is  now 
220,000. 

Amgen,  based  in  Thousand  Oaks,  Calif, 
won  the  race  to  the  patent  house, 
although  it  had  to  go  through  protracted 
litigation  to  win  exclusive  rights  to 
manufacture  its  artificial  version  of  EPO, 
which  it  called  Epogen.  The  company 
also  has  exclusive  rights  to  sell  to  the 
dialysis  market. 

Before  the  Food  and  Drug 
Administration  approved  Epogen  in 
1989,  some  dialysis  patients  needed 
blood  transfusions  to  combat  severe 
anemia,  but  the  transfusions  have  side 
effects,  including  mood  swings  and 
energy  depletion.  Epogen  was  meant  to 
be  a  substitute  for  transfusions  and  is 
administered  intravenously  during  dialysis 
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sessions. 

Many  dialyas  patients,  90  percent  of 
whom  receive  Epogen,  are  living  much 
better  lives  because  of  the  drug. 

"This  product  has  eliminated  the  need  for 
10  percent  of  blood  transfusions  in  this 
country,"  said  Amgen's  chief  Washington 
lobbyist,  Peter  Tedey,  who  was 
ambassador  to  Canada  under  President 
George  Bush.  "It  reduces 
hospitahzations." 

But  exactly  how  mudi  Epogen  is 
necessary  and  safe  for  dialysis  patients 
sedcing  to  maintain  a  normal  lifest>de 
remains  the  subject  of  intense  d^ate. 

The  standard  that  helps  determine 
Epogen  dosages  is  a  dialysis  patient's  red 
blood  cell  count,  or  hematocrit  The 
hematocrit  for  healthy  men  and  women 
ranges  from  38  to  42. 

But  humans  can  lead  active  lives  with  red 
blood  cell  counts  well  below  that  range. 
For  instance,  dialysis  patient  Robert 
Monroe  is  happy  with  a  hematocait 
between  30  and  33.  During  a  dialysis 
session  in  Baltimore's  not-for-profit 
Paiicview  Clinic,  he  proudly  pointed  out 
that  he  can  still  climb  the  stairs  to  his 
apartment  and  ride  his  bicycle  to  visit 
friends. 

"Sometimes  I  wake  up  and  I  don't  have 
much  energy,"  he  said.  "But  most  of  the 
time  I  feel  OK." 

The  FDA's  original  approval  for  Epogen 
had  recommended  that  doctors  keep 
patients  in  the  30  to  33  range,  which 
became  standard  practice  in  the  field. 
But,  for  the  last  several  years,  Amgen 
and  some  researchers  have  argued  that 
the  government  should  support  a 
hematocrit  in  the  range  of  33  to  36. 
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Studies  have  shown  that  higher 
hematocrits,  into  the  upper  30s,  make 
patients  feel  better,  with  more  energy  and 
greater  mental  alertness. 

But  other  research  questions  whether 
these  lifestyle  benefits  are  worth  the  cost. 
Higher  hematocrit  requires  a  significantly 
higher  dosage  of  Epogen,  ultimately 
affecting  the  government's  bottom  line, 
Amgen's  profits  and  the  lives  of 
thousands  of  dialysis  patients. 

"It's  far  fi-om  proven  that  hematocrits  of 
33  to  36  are  better  than  30  to  33,  and  it  is 
certainly  very  costly,"  said  E>r.  James 
Kaufinan  of  the  Boston  Veterans 
Administration  hospital. 

Dr.  Allan  Collins,  a  physician  at 
Nephrology  Analytical  Services  at  the 
University  of  Minnesota,  also  questioned 
whether  the  benefits  are  worth  the  cost  of 
raising  hematocrits. 

"Raising  people  with  hematocrits  already 
in  the  mid-3  Os  higher  would  take  three 
times  as  much  EPO  and  have  very  small 
benefits  at  best,"  Collins  said.  "That's  not 
responsible  health-care  policy.  It  would 
be  much  better  if  the  renal  community 
focused  on  those  patients  with 
hematocrits  below  30  who  have  very 
serious  other  diseases." 

Most  patients  on  dialysis  have 
debilitating  diseases  like  hypertension, 
heart  disease,  diabetes  and  drug  abuse, 
the  main  causes  of  kidney  failure.  Nearly 
20  percent  of  patients  die  annually. 
Although  that  is  down  from  the  25 
percent  death  rate  recorded  earlier  this 
decade,  many  physicians  in  the  field 
argue  that  lowering  the  mortality  rate 
further  requires  better  treatment  of 
patients'  underlying  diseases. 

"Focusing  on  hematocrits  oversimplifies," 
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said  John  Sadler,  who  has  been  treating 
patients  with  kidney  faihire  since  the 
1960s  and  now  runs  Baltimore's 
Independent  Dialysis  Foundation. 
"People  have  to  learn  how  to  cope 
properly  with  long-tanm  chronic 
diseases." 

Proponents  of  the  higher  dosages  of 
Epogen  to  achieve  higha-  hematocrits  in 
dialysis  patients  usually  can  boil  down 
their  argument  to  a  simple  question: 

"Why  diouldn*t  dialysis  patients  have  the 
same  hematocrit  as  everyone  else?"  asked 
Allen  Nissenson,  a  researcher  at  UCLA 
and  presidem  of  the  Renal  Physicians 
Association. 

Nissenson's  research  is  partially  funded 
by  Amgen,  and  he  sits  on  Amgen's 
medical  advisory  board. 

The  d^ate  over  hematocrits  not  only  is 
complicated  by  questions  of  cost  and 
effectiveness;  it  also  is  clouded  by 
Amgen's  role  as  an  undCTwriter  of 
research. 

But  Nissenson  and  other  researchers  in 
the  field  say  that  the  money  they  take 
fi'om  pharmaceutical  companies  does  not 
sway  their  work. 

The  National  Kidney  Foundation— a 
patient  advocacy  group— conducted  one 
of  the  most  sweeping  reviews  of  the 
evolving  medical  Uterature,  resulting  in  a 
comprehensive  set  of  guidelines  in  1997 
aimed  at  reducing  the  death  rate  among 
U.S.  dialysis  patients.  The  final  report 
notes  that  the  research  project  was 
funded  entirely  by  Amgen. 

While  not  all  the  foundation's  conclusions 
of  the  report  were  fevorable  to  Amgen, 
one^key  finding  bolstered  the  need  for 
higher  hematocrits— and,  thus,  for  higher 
dosages  of  Epogen.  The  foundation 
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recommended  raising  hematocrits  into 
the  33  to  36  range. 

Success,  but  at  what  cost? 

Using  a  strategy  common  among 
pharmaceutical  companies  but  little 
noticed  by  the  public,  Amgen  turned  to 
an  aggressive  behind-the-scenes 
marketing  program  to  boost  Epogen's 
profile. 

Amgen  sought  to  get  the  word  out  on  the 
possible  benefits  of  higher  hematocrits, 
setting  its  sights  on  the  physicians  and 
nurses  working  in  the  nation's  2,747 
outpatient  dialysis  clinics. 

Many  doctors  listened,  and  began 
administering  more  Epogen. 

In  1994,  dialysis  patients  with 
hematocrits  above  36,  which  Medicare 
only  reimbursed  if  a  physician  prescribed 
that  higher  level,  constituted  just  7 
percent  of  those  on  dialysis,  according  to 
government  officials  at  the  Health  Care 
Financing  Administration  (HCFA),  which 
oversees  Medicare.  By  1997,  that  total 
had  reached  15  percent  and  some  parts  of 
the  country  had  reached  30  percent. 

Government  expenditures  for  Epogen 
also  soared.  Average  annual  patient  costs 
for  Epogen  rose  to  $5,000  to  $6,000  a 
year  in  1997,  up  fi-om  $2,000  to  $3,000  a 
year  in  1993,  because  of  increased 
dosages. 

It  was  about  this  time,  with  the  Medicare 
bill  for  Epogen  rising  to  $668  million  in 
1997  fi-om  $446  million  in  1993,  that 
HCFA  decided  that  it  was  time  to  do 
something  about  Epogen  expenditures. 
Including  patient  co-payments,  Amgen 
received  $847  million  through  the 
Medicare  program  in  1997.  Based  on 
figures  in  Amgen's  aimual  report,  that 
figure  grew  again  in  1998. 

http ://archive. Chicago. tribune.eom/@H46 1 64a7. .  ./get_doc. pl?DBLIST=ct99&DOCNUM=4745  6/1 3/OC 


245 


HC!FA  published  a  new  rule  in  August 
1997  that  said  clinics  would  not  be  paid 
for  the  last  month's  dosage  of  Epogen  if  a 
patient's  hematocrit  went  over  a  three- 
month  average  of  36. 5 .  The  agency  also 
eliminated  the  ability  of  physicians  to 
make  exceptions  to  its  hematocrit 
guidelines. 

The  policy  worked.  During  the  next  few 
months,  the  average  patient's  hematocrit 
stopped  rising  and  government 
expenditures  on  the  drug  leveled  oS, 
according  to  HCFA  data. 

Amgen,  clinic  operators  and  physidan 
groups  asked  HCFA  to  rescind  the  rule, 
claiming  that  doctors  might  withhold 
Epogen  as  patients  neared  the  top  of  the 
desirable  range. 

HCFA  refused.  Amgen  then  hired  outside 
lobbyists  to  press  its  case  on  Capitol  Hill. 

Among  them  were  Haley  Barbour,  the 
former  chairman  of  the  Republican 
National  Committee,  and  C.  Boyden 
Gray,  a  former  high  official  in  the  Bush 
administration.  Later,  the  Amgen  added 
former  Senate  Majority  Leader  Dole, 
now  at  the  high-powered  Washington 
lobbying  firm  of  Vemer  Lipfert  Bemhard 
McPherson  &  Hand,  to  its  list  of 
lobbyists. 

The  lobbying  appeared  to  pay  off. 

Last  year,  Specto*,  a  Republican  senator 
fi-om  Peimsylvania  whose  state  is  home 
to  many  pharmac^itical  companies,  and 
who,  according  to  Federal  Election 
Commission  records,  received  $7,000 
fi-om  Amgen's  PAC  during  his  latest  re- 
election run,  took  up  the  issue  at  a 
hearing  of  his  Health  and  Human 
Services  Subcommittee  of  the  Senate 
Appropriations  Committee,  which 
determines  HCFA's  budget. 
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Specter  angrily  demanded  that  HCF A 
rescind  the  controversial  rule.  HCFA 
complied  the  next  day. 

"No  company  came  to  me,"  Specter  told 
Bloomberg  News  at  the  time.  "There 
have  been  a  lot  of  complaints  .  .  .  from 
people  who  are  suffering." 

Specter  declined  to  comment  for  this 
report. 

The  Amgen-led  lobby,  once  in  motion, 
did  not  stop  with  mere  repeal  of  the  rule. 
A  week  after  the  hearing.  Specter 
convened  a  meeting  in  his  oflSce  between 
HCFA  chief  Nancy- Ann  DeParle,  David 
Goodkin,  who  is  Amgen's  chief  medical 
officer,  and  several  leading  academic 
researchers,  including  Nissenson. 

DeParle,  who  is  not  a  physician  and  was 
relatively  new  to  her  post,  brought  along 
no  medical  advisers  of  her  own  to 
counter  the  company  presentation  on  the 
necessity  of  higher  hematocrits, 
according  to  Nissenson. 

"It  was  outrageous,"  said  one 
government  official  who  was  present,  but 
did  not  wish  to  be  identified.  "Amgen's 
doctors  turned  it  into  a  sales  meeting. " 

DeParle  declined  to  be  interviewed  for 
this  article. 

Last  June,  HCFA  issued  another  new 
rule.  This  time,  it  raised  the  allowable 
hematocrit  level  to  37.5,  the  highest  ever. 
And  if  a  patient  happens  to  go  over  that 
Urait,  the  last  month's  payment  wouldn't 
be  withheld.  It  would  simply  trigger  a 
"post-payment  review." 

Epogen  sales,  after  two  relatively  flat 
quarters  when  the  restrictions  were  in 
place,  began  rising  dramatically  and 
finished  up  19  percent  for  the  year.  Last 
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November,  company  officials  told  Wall 
Street  analysts  to  expect  continued 
strong  growth  in  sales  of  the  drug. 

The  price  game 

At  the  same  time  that  the  HCF  A  rule  had 
the  efiEect  of  limiting  Epogen  sales  by 
putting  a  cap  on  its  m^cal  use,  the 
HCF  A  had  in  hand  a  report  by  its  own 
inspector  general  recommendng  a 
decrease  in  the  price  paid  clinics  for 
Epogen  to  $9  per  1,000  units,  from  $10. 

The  move  would  immediately  save  the 
government  $94  million  a  year,  and 
patients,  who  must  make  a  co-payment 
for  each  administration,  $24  million  a 
year,  the  November  1997  report  said. 

The  National  Renal  Administrators 
Association,  which  represents  the  dinic 
operators,  blasted  the  report  as 
"ridiculous." 

"Providing  that  drug  costs  money  for 
nurses,  syringes,  keeping  it  refrigerated," 
said  Gwen  Gampel,  the  group's  chief 
Washington  lobbyist.  "Take  that  imo 
account  and  theyYe  not  making  much 
money  on  this  drug. " 

But  industry  filings  with  the  Securities 
and  Exchange  Commission  suggest 
otherwise.  National  Medical  Care,  which 
has  550  cUnics  and  treats  23  perc«it  of 
the  U.S.  dialysis  population,  says  Epogen 
sales  "materially  contribute  to  operating 
earnings"  because  Amgen  gives  the 
company  "significant  price  protection  and 
volume  discounts." 

The  Clinton  administration  included  the 
price  reduction  in  its  1999  budget. 
Amgen  hired  Dole  and  Vemer  Lipfert 
Bemhard  McPherson  &  Hand  to  press 
legislators.  The  price  stayed  at  $10  per 
1,000  units. 
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But  it  doesn't  require  an  act  of  Congress 
to  lower  the  price  of  Epogen.  HCFA 
could  do  it  on  its  own  but  refuses 
because  the  White  House  would  prefer 
Congress  to  do  it.  When  money  is  saved 
legislatively,  it  can  be  spent  on  other 
programs.  If  saved  administratively,  it  is 
returned  to  the  Treasury  under  current 
budget  cap  rules. 

President  Clinton  again  included  the  price 
reduction  in  his  new  budget  submitted  to 
Congress  in  February.  Democratic 
stafifers  give  it  little  chance  of  passage. 

There  are  still  other  ways  to  reduce  the 
cost  of  EPO. 

The  government  could  revamp  its  entire 
dialysis  reimbursement  system,  some 
experts  in  the  field  say.  Medicare  could 
pay  a  basic  rate  for  dialysis  treatment  that 
would  include  all  drugs  and  testing, 
which  would  encourage  a  more  cost- 
effective  use  of  drugs  like  Epogen. 

Another  potential  strategy  involves  the 
method  of  administering  the  drug. 

The  same  National  Kidney  Foundation 
guidelines  that  called  for  higher 
hematocrits  also  called  on  doctors  to  give 
patients  Epogen  with  a  shot  rather  than 
intravenously,  because  that  could 
substantially  cut  dosages—and 
government  payments  for  the  drug. 

"Studies  have  indicated  that  EPO 
requirements  are,  on  average,  about  15 
percent  to  50  percent  less  (with) 
subcutaneous  than  with  intravenous 
dosmg,"  the  guidelines  said. 

"Is  it  appropriate  to  introduce  some 
discomfort  for  cost  savings?  I'd  say  yes 
given  what  the  U.S.  spends  on  its  dialysis 
program,"  said  Dr.  Kaufman  of  the 
Boston  VA  Hospital,  which  conducted 
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one  of  the  studies. 

But  Amgen  is  opposed  to  the  change.  "It 
would  be  a  dramatic  step  to  get  involved 
in  the  medical  process,"  said  Goodkin, 
Amg«i's  chief  medical  officer.  "Some 
people  say  (the  shot)  is  very  painfiil.  This 
should  be  left  to  the  doctor  and  the 
patient." 

It  also  would  be  veiy  painful  to  the 
company. 

In  the  office  of  Amgen's  chief  lobbyist  in 
Washington,  late  in  1998,  a  chalkboard 
diagram  showed  that  company  sales 
would  M  30  percent  if  clinics  began  to 
administer  Epogen  through  injections 
rather  than  intravenously. 
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Appendix  C 

This  letter  was  written  for  and  submitted  at  a  meeting  between  the  Unit  Manager, 
her  superior,  and  myself,  in  1994.  It  is  important  simply  because  it  demostrates  the 
manner  in  which  patient  complaints  are  dealt  with.  This  letter  was  posted  to  my  record 
and  I  was  told  at  the  time,  referred  to  and  addressed  at  a  staff  meeting.  It  was  then 
sunmiarily  dismissed  and  never  discussed  again.  Even  though  the  superior  present,  with 
out  hesitation,  agreed  with  it's  content  completely. 

It  is  now  six  years  later,  and  the  same  issues  remain. 

Accompanying  the  letter  are  the  results  of  a  small  survey  I  issued  to  a  few 
patients  and  one  biotechniciaa  I  asked  them  to  respond  to  this  question:  What  are  the 
five  most  important  issues  in  the  dialysis  industry  today.  Their  answers  can  be  found 
following  the  letter. 
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Expectations  of  your  Patient 

Always  remember  your  patient  is  not  here  by  choice.  Their  journey  to  your  facihty  is  the 
result  of  a  devastating  traxmia.  For  most,  the  path  to  your  door  has  been  fraught  with 
painful  medical  procedures,  long  hospital  stays,  grievous  changes  in  diet,  and  a 
frightening  prognosis  for  the  future. 

You  choose  to  work  at  this  facility.  It  is  your  job.  With  it  comes  the  responsibility  and 
accountability  of  the  positioiL 

Every  job  inherently  has  difficult  tasks  to  perform.  As  well  as  personal  interfiice  with 
patients  who,  under  other  circumstances  would  exhibit  different  behavior  than  they 
sometimes  demonstrate  under  the  trying  conditions  of  dialysis. 

It  is  imperative  to  remember  that  the  interaction  between  the  facility  and  the  patient 
remains  a  buyer/seller  arrangement.  The  patient  is  still  and  always  will  be  a  client.  A 
customer  to  be  treated  as  such.  The  dialysis  facility  and  it's  employees  offer  a 
professional,  medical  service.  The  dialysis  patient  is  the  end  user  of  that  service. 

As  a  standing  business  entity  your  facility  demand  of  its  patients  certain  criteria  of 
protocol  and  behavior.  These  poUcies  and  procedures  have  been  initiated  to  act  as  a 
control  mechanism,  establish  guidelines  of  address,  and  to  attain  compliance  with 
standard  medical  dictates  of  the  industry. 

The  patients  are  asked  to  familiarize  themselves  with  the  required  regulations  and 
prospective  treatment  programs.  Acceptance  is  considered  to  be  a  formality. 

This  mandatory  list  of  acceptable  behavior  and  compliance,  broken  to  its  simplest 
component,  reflects  the  facility's  expectations  of  those  who  choose  to  use  their  facility  for 
treatment. 

The  failure  or  weakness  of  this  process  lies  in  the  answer  to  one  question.  What  does  the 
patient  expect  from  the  facility?  From  the  health  care  provider  he  or  she  has  chosen? 
Perhaps  this  aspect  of  the  treatment  program  has  never  thoroughly  been  explored.  If  not, 
it  is  time  to  do  so. 

Accordingly,  the  following  are  the  expectations  of  a  patient. 
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First  and  foremost,  I  am  a  human  being.  Know  that  and  keep  it  ever  present  as  you 
prepare  for  my  treatment.  What  you  expect  for  yourself,  expect  for  me. 

Second,  study  my  previous  run  sheets.  Be  prepared.  If  something  Hsted  is  unclear,  clarify 
it.  Do  not  guess.  Do  not  assume.  If  some  piece  of  required  information  is  missing,  ask 
about  it.  Verify  it.  Anything  less  is  unacceptable. 

Third,  be  aware  of  any  blood  work  that  needs  to  drawn  prior,  during  or  after  my  run.  The 
information  attained  from  the  sample  may  be  vital  to  a  doctor's  next  course  of  action  or 
treatment  decision.  It  must  be  timely  submitted.  Preventable  delays  cause  prolonged 
suffering  of  one  type  or  another. 

Fourth,  my  access  is  my  life  line.  Do  not  attempt  to  facilitate  the  run  if  you  are  not 
confident  with  your  ability  to  do  so.  If  I  as  a  patient  do  not  feel  comfortable  with  your 
experience  and  capability,  I  am  protecting  my  access,  not  degrading  your  ego.  If  I  suggest 
or  demand  certain  procedures  be  followed  or  sights  be  used,  I  DO  KNOW  BETTER,  It  is 
my  body.  It  is  my  right.  You  would  do  the  same. 

Fifth,  when  initiating  a  treatment,  do  not  allow  distractions.  Do  not  attempt  to  hold  a 
conversation  with  another  technician.  Do  not  attempt  to  answer  a  question  from  another 
patient.  Focus  on  my  access,  especially  when  you  have  the  needle  in  your  hand.  Or  are 
about  to  remove  one.  Any  unintentional  tug  or  errant  movement  of  the  bloodline  causes 
an  immediate  reaction  at  the  needle  sight.  Please  pay  attention  to  what  you  are  doing  at 
all  times.  The  preservation  of  my  access  is  at  stake. 

Sixth,  during  the  treatment,  chart  my  progress  more  often  than  the  half  hour  BP  check. 
Do  not  assume  that  everything  is  proceeding  well  all  the  time.  Dialysis  remains  an 
arterial  access  medical  procedure.  The  risks  of  such  have  not  improved  over  the  years. 
The  machines  have  technically  improved,  the  human  side  has  not.  Be  responsible  for 
your  patient.  Chance  occurrences  do  not  watch  the  clock. 

Seventh,  when  discontinuing  the  run,  pay  attention  to  me  and  only  me.  Patients  differ  on 
take-off  procedures.  Again,  remember  that  any  movement  of  the  bloodlines  has  an 
immediate  affect  at  the  needle  sight.  DO  NOT  RUSH.  Artificially  forcing  the  saline  back 
through  the  return  line  by  squeezing  the  saline  bag  is  unacceptable.  It  puts  undo  stress  on 
my  access.  Do  not  argue,  just  don't  do  it. 

Eighth,  follow  ALL  policies  and  procedures  with  regards  to  keeping  the  access  sight 
clean  and  sterile  no  matter  how  trivial  they  seem  to  you.  They  are  not  trivial  to  an 
educated  patient.  If  I  ask  you  to  change  gloves,  change  gloves.  No  looks,  no  stares,  no 
questions.  It's  not  your  access. 

Ninth,  leave  your  personal  life  and  it's  moods  at  the  door.  If  I  can  do  it,  so  can  you.  The 
responsibility  of  the  position  you  have  chosen  dictates  you  do  so.  As  a  patient,  I  do  not 
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expect  you  to  endure  any  demands  that  are  not  part  of  the  process.  I  do  expect  you  as  a 
Patient  Care  Technician  to  fulfill  your  obligation  of  completing  my  treatment  to  the  best 
of  your  abilities  under  the  guidelines  set  fourth  to  do  so.  You  expect  as  much  as  a 
consumer.  I,  as  a  patient,  expect  and  will  accept  nothing  less. 
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Patient's  response  (Jason) 

1.  Patient  Care  Technician  competency. 

2.  Patient  Care  Tech  training,  or  lack  thereof. 

3.  Patient  education  as  to  patient  rights 

4.  Lack  of  continual  education  provided  to  or  taken  by  Pateint  Care  Technicians. 

5.  Lack  of  understanding  by  most  Patient  Care  Technicians  as  to  how  dialysis 

truly 

affects  patient  health  and  strength. 


Patient's  Family  (Husband  «fe  Wife) 
(Chris  Draper) 
as  wriiten: 

My  wife  is  a  relatively  new  dialysis  patient,  less  than  a  year  since  her  first  hook-up.  In 
our  limited  experience  with  dialysis  units  we  have  a  couple  of  concerns  that  could 
potentially  be  addressed  through  legislation. 

In  a  conversation  I  had  with  a  Dialysis  tech  she  said  that  she  was  going  to  go  back  to 
school  to  become  a  dental  hygienist.  She  indicated  that  she  could  work  less  hours  and 
make  much  more  money.  I  think  this  points  to  fiindamental  error  in  the  paradigm  of  the 
tech's  job.  These  tech's  literally  hold  the  life  of  our  loved  ones  in  their  hands  evrey  visit. 
And  yet,  another  job  has  a  better  reward  system.  What  is  it  about  these  two  jobs  that 
allow  such  a  disparity  in  pay? 

All  patients  in  dialysis  are  in  crisis  and  need  special  and  individual  attention  by  the 
Techs.  How  can  you  compare  that  with  what  a  hygienist  does? 

The  hygienist  has  to  go  through  much  more  schooling  than  a  dialysis  tech.  I  believe  this 
to  be  the  fault  of  the  industry.  The  Techs  are  given  just  enough  training  to  do  specific 
tasks.  The  rest  is  learned  on-the-job.  My  understanding  is  that  when  dialysis  ub\nits  were 
starting  out,  the  "techs"  were  mostly  emergency  room  nurses.  Now  days  the  training  is 
significantly  less  than  that.  Tm  not  suggesting  that  techs  need  that  much  training  and 
experience,  though  patients  would  certainly  benefit,  the  expenses  to  that  would  be 
prohibitive.  But,  ihere  must  be  some  middle  ground. 
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In  the  unit  where  we  go  to,  there  are  roughly  three  time  slots  on  Monday- Wednsday- 
Friday.  Somebody  must  be  in  attendance  from  about  6:00  AM  to  9:30  PM.  Ancedotally,  I 
would  say  Dialysis  techs  must  have  a  worse  work  schedule  than  a  hygienst.  That  should 
also  be  reflected  in  the  pay  scales.  If  the  job  were  more  lucrative,  hence  attractive,  then 
units  would  not  have  as  much  trouble  filling  later  shifts. 

So,  what  I  believe  needs  to  happen,  1)  the  Techs  need  to  be  better  compensated.  2)  The 
techs  need  to  be  better  educated.  How  can  this  be  mandated/  Perhaps  through  a  more 
rigorous  certification  process.  This  should  probably  include  periodical  additional  training 
as  a  requirement  for  continuing  certification. 

I  have  one  other  concern,  and  I  really  don't  know  how  to  approach  a  mandated  solution  to 
this.  I  have  noticed  as  occasional  lapse  in  clean  techniques.  I  realize  that  units  do  not 
require  the  same  level  as  say  an  OR.  But,  we  are  dealing  with  invaions  into  people's 
blood  streams,  and,  there  is  potentially  hazardous  blood  being  split  in  the  ordinary  order 
of  these  procedures.  The  incidences  I  have  noticed  are  not  frequent,  bit  if  I,  an  un-trained 
person  has  noticed  some,  what  is  actually  occring?  maybe  this  could  be  included  in  the 
continuing  education  I  referred  to  above. 

Thank  You, 
Chris  Draper 

The  last  response,  from  a  biotechnician  with  twenty'  years  plus  experience, 
follows  on  the  next  page. 
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5  Concerns  About  the  Future  of  Dialysis 

1 .  Training  of  professionals  -  technicians,  nurses,  administrators.  Dialysis  is  a 
highly  specidized,  highly  technical  branch  of  medicine.  At  the  present  time, 
technicians  make  the  majority  of  dialysis  center  personnel.  In  most  centers,  they  have 
virtually  no  backgroimd  requirements  and  receive  a  minimum  of  training.  Initiatives 
are  underway  in  several  states  to  set  standards,  but  imiformity  is  unlikely.  Technician 
training  is  usually  done  by  registered  nurses.  Their  skills  are  vital  to  providing  a  safe 
treatment  for  the  patient.  However  dialysis  is  not  Uke  other  medical  treatments.  It  has 
features  that  are  more  like  an  industrial  process.  Nurses  are  not  normally  trained  in 
the  chemistry  and  physics  of  water  purification,  fluid  dynamics,  or  electronics  needed 
to  process  himdreds  of  gallons  of  blood  and  thousands  of  gallons  of  water  daily.  Most 
fatal  accidents  in  dialysis  occur  in  this  realm  although  it  is  often  given  short  shrift  by 
managers  and  educators.  Likewise  dialysis  administrators  need  to  be  able  to  measure 
costs  and  benefits  with  regard  to  safety  and  efficiency. 

2.  Inspection  of  equipment  and  technical  procedures.  Medicare  inspectors  need  to  be 
technically  aware.  Inspections  are  vital  to  patient  safety.  They  provide  a  monetary 
incentive  for  industry  compliance  to  safe  practices.  However,  most  inspectors  focus 
on  nursing  aspects  such  as  charting,  aseptic  technique,  etc.  Water  purification 
equipment,  delivery  systems  and  maintenance  practices  are  almost  never  inspected. 

3.  Reuse  of  dialyzers.  Since  the  implementation  of  prospective  reimbursement  in  1984, 
the  reuse  of  supposedly  disposable  dialyzers  has  become  the  norm.  The  practice  is 
supported  by  a  great  deal  of  self-serving  industry  research  that  purports  to  prove  that 
it  is  "safe"  or  even  beneficial,  although  not  recommended  by  most  manufacturers.  It 
is  likely  responsible  for  a  great  deal  of  unreported  death  and  morbidity  among 
patients. 

4.  Development  of  new  techniques.  Daily  dialysis,  wearable  kidneys,  and  many  other 
promising  techniques  are  not  being  developed  under  the  present  system.  There  has 
not  been  a  really  innovative  breakthrough  in  treatment  since  the  advent  of  continuous 
peritoneal  dialysis  in  the  early  1980's. 

5.  Home  dialysis.  The  ultimate  objective  of  dialysis  research  should  be  to  make  it  so 
simple  that  the  patient  could  carry  out  the  procedures  at  home  without  the  assistance 
of  an  expensive  staff  and  facihty.  We  should  encourage  the  development  of  home 
dialysis. 
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B-284615 
June  23,  2000 

The  Honorable  Charles  E.  Grassley 
Chairman 

The  Honorable  John  B.  Breaux 
Ranking  Minority  Member 
Special  Committee  on  Aging 
United  States  Senate 

More  than  288,000  people  suffering  from  kidney  failiu-e  depend  on 
Medicare  to  cover  the  cost  of  the  life-sustaining  kidney  dialysis  treatments 
they  receive  several  times  each  week.  These  end-stage  renal  disease 
(ESRD)  beneficiaries  are  among  Medicare's  sickest  and  most  vulnerable 
patients,  costing  Medicare  about  $10  billion  in  1998.  Dialysis  is  a  technically 
compUcated  process,  and  mistakes  or  poor  procedures  can  cause  patients 
serious  ii\jury  or  even  death.  The  quzdity  of  care  that  these  Medicare 
beneficiaries  receive  at  some  of  the  nation's  3,817  dialysis  facilities  is  in 
dispute.  On  the  positive  side,  death  and  hospitalization  rates  related  to 
dialysis  appear  to  have  declined  over  time.  But  at  the  same  time,  concerns 
have  been  raised  about  reduced  staffing  levels  at  ESRD  facihties  and  the 
greater  use  of  potentially  less  skilled  techiucians  rather  than  nursing 
personnel  to  administer  dialysis  treatments. 

The  Health  Care  Financing  Administration  (HCFA),  the  agency  that 
administers  Medicare,  is  responsible  for  overseeing  adherence  to  its 
quality-of-care  standards  and  promoting  quality  improvement  among  ESRD 
facilities.  HCFA  pays  state  agencies  to  perform  on-site  inspections  of  these 
facilities  and  contracts  with  18  organizations,  called  ESRD  networks,  to 
gather  data  about  dialysis  treatments  and  conduct  activities  to  improve  the 
quality  of  care  patients  receive.  You  asked  us  to  evaluate  HCFA's  processes 
to  ensure  that  ESRD  facilities  meet  quality-of-care  standards.  We  focused 
our  work  on  determining  (1)  the  extent  to  which  on-site  inspections  of 
dialysis  facilities  are  performed  and  problems  are  identified,  (2)  whether  an 
effective  process  exists  to  ensiu-e  that  dialysis  facilities  correct  problems, 
and  (3)  what  steps  are  being  taken  to  use  available  monitoring  resources  as 
effectively  as  possible. 

Our  report  is  based  in  part  on  analysis  of  information  from  national 
databases  compiled  by  HCFA,  state  survey  zigencies,  and  ESRD  networks. 
For  a  more  in-depth  review  of  actual  monitoring  and  enforcement 
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activities,  we  focused  on  work  being  done  by  state  agencies  in  California, 
New  Jersey,  Texas,  Oregon,  and  Washington,  and  at  the  four  HCFA  regional 
offices  and  the  four  ESRD  networks  that  oversee  dialysis  facilities  in  those 
states.  We  conducted  our  work  between  November  1999  and  May  2000  in 
accordance  with  generally  accepted  government  auditing  standards. 
Appendix  I  contains  a  more  detailed  explanation  of  our  scope  and 
methodology. 


Results  in  Brief  P^*-  ^  y^^'  the  mmiber  of  HCFA-funded  inspections  of  dialysis 

faciMties  has  declined  significantly.  These  unannoimced  inspections, 
commonly  called  surveys,  which  are  HCFA's  primary  tool  for  ensuring  that 
facilities  meet  standards  protecting  patients'  health  and  safety,  were 
conducted  at  only  11  percent  of  the  dialysis  facilities  eligible  for 
'  recertification  in  1999,  compared  with  52  percent  in  1993.  When  such 

^   ^  svirveys  were  conducted,  they  showed  that  noncompliance  is  a  problem. 

For  example,  in  1999,  15  percent  of  the  surveyed  facilities  had  deficiencies 
severe  enough,  if  uncorrected,  to  warrant  terminating  their  participation  in 
Medicare.  To  enable  more  frequent  surveys,  HCFA  has  requested  a 
threefold  increase  in  funding  for  on-site  inspections  in  its  budget  request 
for  fiscal  year  2001.  This  funding  level  would  support  a  survey  of  all  dialysis 
facilities  every  3  years. 

While  increasing  on-site  surveys  will  likely  encourage  more  facilities  to 
improve  conditions,  the  enforcement  system  provides  little  assurance  that 
*  '  corrections  will  be  sustained.  Essentially,  HCFAs  only  current  enforcement 

"       tool  is  to  terminate  a  facility  from  the  Medicare  program  if  it  does  not 
^'  correct  its  deficiencies.  The  threat  of  termination  brings  nearly  all  facilities 

into  compliance  for  a  while,  but  they  do  not  necessarily  stay  that  way.  In 
every  state  we  visited,  we  found  instzmces  in  which  facilities  that  had 
'  corrected  their  problems  were  found  to  have  serious  problems  shortly 

afterward.  The  Congress  has  authorized  HCFA  to  use  other  enforcement 
.   '  tools,  such  as  the  denial  of  payment  for  Medicare  services,  but  HCFA 

maintaiiis  that  this  authority  would  have  limited  effectiveness  and 
applicability.  For  example,  HCFA  has  not  taken  steps  to  use  denial  of 
payments  because,  like  termination  from  the  program,  this  sanction  could 
be  applied  only  if  the  facility  failed  to  return  to  compliance. 

^  HCFA  is  planiung  to  use  clinical  and  outcome  data  (such  as  patient  death 

=  ■      ■  rates)  more  extensively  in  deciding  which  facilities  to  survey  and  monitor 

"    '  more  closely.  Although  the  information  HCFA  intends  to  use  may  help  in 

that  regard,  it  has  limitations  as  well.  These  data  are  designed  to  give  a 
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picture  of  the  care  being  pro\ided  to  ESRD  patients  generally,  but  they  are 
often  not  current,  detailed,  or  reliable  enough  to  detect  specific  facilities 
that  are  providing  substandard  services.  For  example,  we  found  instances 
in  which  facilities  had  above-average  clinical  outcome  scores  but  were 
found  to  have  serious  deficiencies  during  on-site  surveys.  HCFA!s  ESRD 
networks  already  collect  considerable  facility-specific  information,  such  as 
patient  complaints,  that  is  more  timely,  but  they  do  not  necessarily  share  it 
with  state  survey  agencies.  One  state  where  such  sharing  had  occurred 
showed  positive  results. 

To  give  facilities  a  greater  incentive  to  remain  in  compliance,  we  suggest 
that  the  Congress  consider  strengthening  HCFA!s  authority  to  impose 
monetary  penalties  on  dialysis  facilities  that  have  the  most  severe  or 
repeated  serious  deficiencies.  We  are  also  recommending  that  HCFA 
strengthen  its  systems  for  targeting  on-site  surveys  and  make  use  of 
additional  available  enforcement  tools. 


Background 


Kidney  Dialysis  Services 


The  Medicare  program  covers  dialysis  services  for  patients  sviffering  from 
EISRD,  the  stage  of  kidney  impairment  that  is  considered  irreversible  and 
requires  either  regular  dialj'sis  treatments  or  a  kidney  transplant  to 
maintain  life.  Kidney  failure  can  result  not  only  directly  fit)m  kidney 
disease  but  also  indirectly  from  other  diseases,  such  as  diabetes  and 
hypertension.  Dialysis  is  a  techrucally  complicated  process  that  is 
individualized  to  accommodate  each  patient's  needs.  There  are  two  general 
modes  of  dialysis  treatment  hemodialysis  and  peritoneal  dialysis,  both  of 
which  can  be  performed  at  a  dialysis  facility  or  at  home.  During 
hemodiaI>-sis,  the  patient's  blood  is  filtered  through  a  dialysis  machine  that 
withdraws  fluid  and  toxic  materials  before  returning  cleansed  blood  to  the 
patient  In  peritoneal  dialysis,  the  removal  of  fluid  and  toxic  materials  takes 
place  within  the  abdominal  cavity  by  means  of  cleansing  fluid  and  drainage. 
The  vast  majority  of  ESRD  patients  (86  percent)  receive  hemodialysis. 
Generally,  an  EISRD  patient  has  three  dialysis  sessions  per  week,  lasting  3 
to  4  hours  each,  usually  provided  on  an  outpatient  basis. 


Program  Has  Grown 
Dramatically 


Almost  aU  dialysis  patients,  regardless  of  their  age,  are  Medicare-eligible, 
making  Medicare  the  main  payer  of  dialysis  services.  Total  expenditures  for 
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the  Medicare  ESRD  program,  authorized  in  1972,  have  grown  steadily  from 
$229  million  in  1974  to  over  $11.4  billion  in  1998.  A  m;^or  reason  for  the 
increase  in  program  costs  is  the  dramatic  rise  in  enrollment:  total 
enrollment  for  those  beneficiaries  requiring  dialysis  or  transplants  has 
risen  from  approximately  16,000  in  1974  to  over  360,000  in  1998.  The 
increase  in  enrollment  has  been  fueled  by  expansion  of  the  criteria  that 
determine  who  is  an  acceptable  candidate  for  dialysis.  For  example, 
physicians  are  recommending  dialysis  for  older  patients — the  number  of 
patients  in  the  ESRD  program  who  are  65  or  older  increased  from  5  percent 
in  1973  to  50  percent  in  1997.  In  addition,  the  program  is  admitting  more 
patients  with  hypertension  and  severe  diabetes  (see  apf>.  U.  for  additional 
information  on  the  changing  demographics  of  dialysis  patients).  The 
number  of  dialysis  facilities  has  grown  in  step  with  the  growth  in  the 
number  of  dialysis  patients.  Since  1993,  the  number  of  facilities  has 
increased  at  an  average  rate  of  6  percent  aimually,  reaching  3,817 
participating  facilities  in  1999. 

Medicare  payments,  which  are  based  primarily  on  a  fixed  rate  per 
treatment,  have  essentially  remained  unchanged  since  program  inception. 
For  facilities  that  aim  to  maximize  profits,  such  fixed  payment  rates  can 
create  incentives  for  efficiencies,  but  they  can  also  be  an  incentive  for 
underservice.  This  movement  toward  greater  efficiencies  has  spurred 
considerable  industry  consolidation  into  for-profit  facilities  and  chain 
providers.  The  Medicare  Payment  Advisory  Commission  reported  that  in 
1997, 68  percent  of  the  non-hospital-based  facilities  were  for-profit.  And 
three-quarters  of  all  for-profit  dialysis  facilities  were  affiliated  with  a  chain. 
In  1998,  dialysis  facilities  used  about  12  percent  fewer  staff  to  admiiuster 
dialysis  than  in  1993.  Furthermore,  they  increasingly  rely  on  lower-cost 
technicians  rather  than  nursing  personnel  to  monitor  dialysis  treatments. 


HCFA  Relies  on  State 
Agencies  and  ESRD 
Networks  for  Oversight 


HCFA  has  established  a  set  of  quality-of-care  standards,  called  "conditions 
of  participation,"  that  dialysis  facilities  are  required  to  meet  before  they  can 
receive  Medicare  payments.  The  conditions  of  participation  are  regulatory 
standards,  first  established  in  1976,  designed  to  ensure  that  dialysis 
facilities  are  c£^able  of  furnishing  quality  care  in  a  safe  envirorunent  There 
are  11  conditions  of  participation  covering  areas  such  as  the  physical 
envirorunent  of  the  facility,  the  adequacy  of  patient  care  plarvs,  and  the 
management  of  the  facility  (see  app.  in  for  a  more  detailed  description  of 
the  11  conditions  of  participation). 
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Oversight  of  the  program  falls  primarily  on  state  survey  ager\cies  and  ESRD 
networks  working  under  contract  with  HCFA.  Each  plays  a  separate 
oversight  role.  State  survey  agencies — generally  state  departments  of 
health — are  responsible  for  verifying  that  dieilysis  facilities  comply  with 
conditions  of  participation.  They  do  so  primarily  through  unannounced  site 
surveys  of  dialysis  facilities.  These  agencies,  which  have  expertise  in  health 
and  safety  issues,  are  frequently  responsible  for  surveying  other  types  of 
health  care  facilities  that  require  certification  for  participation  in  the 
Medicare  program,  including  nursing  homes  and  home  health  agencies.  No 
statutory  requirements  exist  for  the  fi-equency  of  state  surveys  of  dialysis 
facilities;  rather,  the  frequency  is  determined  mainly  by  the  funding 
available.  For  fiscal  year  2000,  state  agencies  are  expected  to  receive  about 
$2  miUion  for  survey  and  certification  of  dialysis  facilities. 

State  agencies,  with  HCFA's  concurrence,  determine  whether  problems 
identified  during  a  survey  are  serious  enough  to  warrant  finding  a  facility 
out  of  compliance  with  a  condition  of  participation.  If  a  facility  is  found  to 
be  out  of  compliance  and  the  deficiencies  are  not  corrected — generally 
within  90  days — the  facility  is  subject  to  termination  from  the  Medicare 
program.  If  deficiencies  are  so  severe  that  they  put  patients'  health  and 
safety  in  immediate  jeopardy,  the  facility  has  only  23  days  to  make 
corrections  (this  is  called  the  "fast  track"  for  termination).  To  determine 
whether  deficiencies  have  been  adequately  addressed,  the  agency  conducts 
another  on-site  survey.  If  the  facility  is  still  out  of  compliance,  the  state 
agency  refers  the  facility  to  HCFA,  which  is  responsible  for  prescribing  and 
reviewing  additional  corrective  actions  and,  if  these  additional  steps  are 
insufficient,  proceeding  with  the  termination  process.  If  deficiencies  are 
corrected  or  plans  for  correction  are  developed  at  any  time  during  this 
process,  the  process  to  terminate  is  stopped. 

ESRD  networks  are  orgaiuzations  that  contract  with  HCFA  to  help  ensure 
effective  and  efficient  administration  of  the  ESRD  program  and  improve 
program  performance.  The  18  networks  are  funded  through  a  fifty-cent 
charge  on  each  Medicare  dialysis  treatment,  which  for  fiscal  year  2001  is 
expected  to  total  about  $18  million.  ESRD  networks  have  medical  staff 
with  experience  in  dialysis,  and  their  boards  of  directors  and  medical 
review  boards  are  composed  of  dialysis  facility  representatives,  physicians, 
and  dialysis  patients.  As  a  result,  they  tend  to  have  more  cliiucal  expertise 
specifically  on  dialysis  than  do  state  survey  agencies. 
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In  contrast  to  state  agencies,  which  check  for  adherence  to  conditions  of 
participation,  the  networks  are  responsible  for  quality  improvement,  which 
focuses  on  improving  the  clinical  outcomes  of  dialysis  facilities.  Network 
activities  include  identifying  and  collecting  data  on  key  clirucal  indicators 
and  fiimishing  individual  facilities  with  regional  performance  data  on 
clinical  indicators  so  a  facility  can  compare  its  performance  with  that  of 
other  facilities.  The  networks  also  provide  technical  support  to  help 
facilities  improve  their  performance  on  the  key  indicators.  In  the  aggregate, 
these  indicators  show  that  the  quality  of  dialysis  care  nationwide  has  been 
improving.  As  evidence,  HCFA!s  1999  data  report  cited  first-year  patient 
death  rates,  which,  after  a(yustments  for  some  patient  conditions,  declined 
firom  more  than  30  per  100  patient  years  in  1986  to  slightly  more  than  21  in 
1996.'  The  data  also  showed  that  in  1997,  72  percent  of  the  sampled 
patients  received  adequate  dialysis  as  measured  by  urea  reduction,  an 
increase  firom  59  percent  in  1995.  The  use  of  clinical  outcome  data  has 
evolved  from  a  tool  to  assess  the  overall  quality  of  dialysis  services  at  the 
patient  level  to  being  considered  by  HCFA  as  a  method  to  assess  the  quality 
of  services  at  individual  facilities. 

In  addition,  networks  conduct  specific  quality  improvement  projects  with 
dialysis  facilities,  handle  grievances  regarding  patient  care,  and  assist 
patients  in  finding  dialysis  providers.  Networks  also  conduct  on-site 
inspections  at  facilities  to  assess  procedures  £Lnd  assist  facilities  in 
improving  the  quality  of  care  they  provide.  To  participate  in  Medicare, 
facilities  must  cooperate  with  network  data  collection  efforts  and  qualify 
improvement  projects. 

Oversight  of  state  survey  agencies  is  coordinated  by  HCFAs  Center  for 
Medicaid  and  State  Operations  in  its  central  office  and  its  10  regional 
offices.  Oversight  of  the  18  ESRD  networks  and  their  activities  is 
coordinated  by  HCFA!s  Office  of  Clirucal  Standards  and  Quality  and 
regional  offices  in  Boston,  Dallas,  Kansas  City,  and  Seattle. 


'National  Institutes  of  Health  (NIH),  United  States  Renal  Data  System  (USRDS),  USRDS 
1999  Annual  Data  Report  (BethesdA,  MA:  NIH,  Apr.  1999),  p.  76. 


Pages 


GAO/HEHS-00-114  Medicare  QnaUty  of  Care 


265 


B-284615 


On-Site  Monitoring 
Program  Surveys  a 
Limited  Number  of 
Dialysis  Facilities 


On-site  inspections  by  state  survey  agencies  are  HCFAs  primary  oversight 
tool  to  ensure  that  ESRD  facihties  meet  Medicare  conditions  of 
participation.  An  effective  monitoring  program  should  ensure  that 
deficiencies  are  identified  and  corrected  at  svirveyed  facilities  and  that 
facilities  are  svtrveyed  often  and  with  enough  randomness  to  give  facihties 
an  incentive  to  remain  in  compUance  with  standards.  However,  the  number 
of  recertification  surveys  performed  each  year  is  decreasing  and  has 
reached  the  point  that  only  a  small  fiaction  of  the  facilities  are  surveyed. 
This  is  a  matter  for  concern  because  we  foimd  ample  evidence  that  serious 
health  and  safety  problems  exist  in  a  number  of  dialysis  facilities. 
Recognizing  that  dwindling  siu^'eys  presents  a  serious  risk  to  effective 
monitoring,  HCFA  has  requested  a  nearly  threefold  increase  in  funding  for 
ESRD  surveys  in  its  2001  budget 


Most  Facilities  Go  Many  hispectior\s  are  required  (1)  when  a  facihty  begiiis  to  participate  in 

Years  Between  Surveys  Medicare,  (2)  when  a  facihty  changes  or  expands  services,  such  as  starting 

a  dialyzer  reuse  program,^  and  (3)  when  a  facihty  relocates.  Aside  from 
these  requirements,  there  is  no  provision  in  law  or  regulation  that  sets  a 
maximum  period  between  surveys.  Rather,  the  interval  between  a  faciUty's 
initial  survey  and  subsequent  recertification  surveys  depends  on  HCFA's 
survey  goals;  indications  that  additional  surveys  are  needed  because  of  a 
complaint  or  a  grievance;  and  the  extent  of  the  siu^'ey  resources  made 
available  through  HCFA's  contract  payments  to  the  states  and  through 
other  funding  sources,  such  as  state  Expropriations.  Generally,  states 
determine  which  facUities  to  survey  with  only  limited  input  from  HCFA  or 
ESRD  networks.  State  agency  officials  told  us  that  they  use  criteria  such  as 
the  date  of  the  last  survey  and  the  volume  and  type  of  complaints  received 
to  set  their  survey  agendas. 

Since  1993,  the  number  of  HCFA-funded  dialysis  facility  surveys  has 
declined  substantially.  At  the  same  time,  the  number  of  new  facihties 
entering  the  program  aruiually  has  increased.  These  new  facihties — each 
requiring  a  s\u-vey — along  with  a  decrease  in  funding  from  HCFA,  have  led 
to  a  substantial  drop  in  the  percentage  of  existing  facihties  sur\'eyed  (see 
table  1).  In  1993,  52  percent  of  facihties  in  the  program  prior  to  1993 


dialyzer  is  a  filter  that  is  used  to  clean  waste  material  fi-om  the  patient's  blood.  Dialyzers 
can  be  used  multiple  times  on  the  same  patient  if  dialysis  facilities  establish  procedures — 
that  comply  with  Medicare  standards — to  clean  and  disinfect  dialyzers  after  each  use. 


6AO/HEHS-00-114  Medicare  QnaUty  of  Care 


266 


B-284615 


I 


received  a  recertification  survey.  By  1999,  only  11  percent  of  the  facilities 
. ,  1                               subject  to  a  recertification  survey  were  resurveyed.  At  the  current  survey 
rate,  once  a  dialysis  facility  receives  its  initial  certification  survey,  it  is  not 
likely  to  be  resurveyed  for  about  9  years.  Currently,  772  active  dialysis 
facilities  have  not  been  resurveyed  in  the  last  5  years. 

Table  1: 

Number  and  Percentage  of  Dialysis  Facilities  Resurveyed,  199^99 

Year  of 
survey 

Total  numt>er  of  facilities 
participating  in  Medicare 

Total  number  of  facilities 
that  could  l>e  resurveyed 
(existing  facilities  only — 
excludes  new  facilities) 

Total  number  of  facilities 

resurveyed     Percentage  resurveyed 

1993 

2,559 

2,334 

1,216  52 

1994 

2,741 

2,517 

727  29 

1995 

3,000 

2,697 

389  14 

1996 

3,209 

2,942 

476  16 

1997 

3,448 

3,148 

469  15 

1998 

3,659 

3,370 

398  12 

1999 

3,817 

3,589 

409  11 

Note:  Our  analysis  starts  with  1 993  t>ecau5e  It  represents  the  point  wtiere  the  downward  trend  In 
resurvey  activity  starts.  In  addition,  data  from  prior  years  are  less  complete  and  likely  understate  the 
true  level  of  survey  activity.  Nevertheless,  the  prior-year  data  show  that  the  number  of  existing  facilities 
resurveyed  in  prior  years  was  comparable  to  1 993  levels. 

Source:  GAO  analysis  based  on  data  from  HCFA. 


The  infirequency  of  surveys  makes  it  impossible  to  determine  the  exact 
extent  to  which  dialysis  facilities  are  currently  in  compliance  with  the 
conditions  of  participation.  However,  data  indicate  that  the  percentage  of 
inspected  facilities  found  to  be  out  of  compliance  has  increased 
significantly  during  the  1990s.  In  1993, 6  percent  of  facilities  surveyed  were 
cited  for  a  condition-of-participation  deficiency;  that  number  rose  to  15 
percent  in  1999.^  In  two  states  we  visited,  state  survey  officials  have 
conducted  more  frequent  on-site  inspections.  They  were  able  to  do  this 
either  by  reallocating  siurvey  resources  from  other  types  of  health  care 
facilities,  like  rural  health  clinics,  to  dialysis  facilities  or  by  using  additional 
funding  from  their  state  governments  to  fulfill  their  role  in  state  dialysis 


Percentage  of  Surveyed 
Facilities  With  Condition-of- 
Participation  Deficiencies  Is 
Rising 


^ese  data  are  based  on  our  analysis  of  recertification  surveys  only. 
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fkcility  licensing  laws.  In  these  states,  inspectors  found  facilities  out  of 
compliance  at  high  rates. 

•  Oregon.  During  a  20-month  period  from  June  1998  to  March  2000, 
Oregon's  state  agency  conducted  41  surveys  spread  across  the  state's  39 
dialysis  facilities.^  Eleven  facihties  (26  percent)  were  foimd  to  be  out  of 
compliance  with  the  Medicare  conditions  of  participation.  Had  the  state 
not  stepped  up  its  efforts,  it  would  have  taken  4  to  10  years  to  identify 
these  seriously  deficient  facilities.' 

•  Texas.  The  passage  of  a  state  dialysis  licensing  requirement  in  1996  led 
to  a  dramatic  increase  in  the  number  of  dialysis  facility  sur\-eys  in  Texas. 
In  1996,  in  order  to  license  the  facihties,  the  agency  sxirveyed  all  244  in 
the  state  and  found  that  33  (14  percent)  were  out  of  compliance  with 
Medicare  conditions  of  participation,  compared  with  a  national  average 
at  the  time  of  about  9  percent 

The  five  conditions  of  participation  most  commonly  cited  as  deficient 
accounted  for  75  percent  of  all  deficiencies  reported  during  1993  through 
1999.  Table  2  lists  these  conditions  of  participation  as  well  as  describes 
examples  of  the  potential  for  harm  resulting  fi-om  these  deficiencies. 


*rhese  inspections  included  initial  surveys,  recertification  surveys,  and  surveys  reqxiired 
before  the  facility  can  initiate  a  dialyzer  reuse  program. 

'Both  the  minimuni  and  niaximum  estimates  assume  that  the  state  would  survey  10  percent 
of  its  facilities  each  year  (the  HCFA  goal  at  the  time).  The  minimum  estimate  assumes  that 
the  11  out-of<ompliance  facilities  were  surveyed  first,  and  the  maximum  estimate  assumes 
they  were  surveyed  last 
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Table  2:  Top  Five  Conditions  of  Participation  Identified  as  Deficient  and  Their  Potential  Adverse  Effects,  1993-99 


Percentage  of 
total 

deficiencies, 
1993-99 

Condition  of  participation 

Example  of  potential  adverse  effects  of  noncompliance 

23 

The  facilft/s  governing  body  should  adopt  and  enforce 
written  rules  and  regulations,  including  operationeil  rules 
and  patient  care  policies,  to  safeguard  the  health  and 
safety  of  patients. 

Certain  procedures  are  associated  with  dialysis  for  which 
failure  to  follow  established  protocols  could  result  in 
serious  injury.  For  instance,  inadequate  medication 
delivery  system  policies  and  procedures  can  lead  to 
medication  errors  and  adverse  drug  events  that  increase  a 
patient's  risk  of  complications  or  death. 

19 

The  facilit/s  physical  environment  should  be  functional, 
sanitary,  safe,  and  comfortable  for  patients,  staff,  and  the 
public. 

Deficient  equipment  could  lead  to  life-threatening 
complications.  For  instance,  if  a  dialysis  pump  is  not 
inspected  and  calibrated  properly,  the  patient  may 
experience  blood  loss,  receive  an  air  t>ubt>le,  or  sustain 
other  serious  injury  during  dialysis. 

13 

The  reuse  of  hemodialyzers  and  supplies  should  occur 
only  in  facilities  that  meet  certification  standards. 

Deficient  reuse  practices  can  expose  patients  to  chemical 
or  infectious  hazards  by  means  of  direct  introduction  into 
their  circulatory  systems.  ESRD  patients  are  more 
susceptible  to  infection,  and  close  attention  to  infection 
control  is  a  critical  prevention  measure. 

12 

The  long-term  program  and  patient  care  plans  should 
show  that  a  professional,  muitidisci|>linary  health  care 
teaun  developed  a  written  long-term-care  plan  to  ensure 
each  patient  receives  individualized  care  and  the 
appropriate  type  of  dialysis  treatment. 

Deficient  patient  care  planning  can  result  in  ineffective 
treatment.  For  instance,  an  inadequate  patient  care  plan 
could  fail  to  identify  and  refer  a  patient  who  is  eligible  for 
kidney  transplant.  Or  the  care  plan  could  fail  to  include 
monitoring  alerts  for  patients  with  cardiac  conditions  such 
as  antiythmia,  which  can  be  a  life-threatening  complication 
during  dialysis. 

9 

The  director  of  the  renal  dialysis  facility  should  be  a 
Board-certified  physicicin  and  trained  in  the  care  of 
ESRD  patients.  The  director,  among  other  things,  is  also 
responsible  for  ensuring  the  proper  trauning  of  staff. 

If  dialysis  staffs  are  not  properly  trained,  they  cannot  be 
expected  to  respond  quickly  eind  effectively  to  the  range  of 
complications  that  can  arise  during  dialysis  treatment. 

Source:  GAO  analysis  of  HCFA  data. 

HCFA  Is  Seeking  Funding  in  its  2001  budget  submission  to  the  Congress,  HCFA  requested  a  nearly 
for  More  Surveys  threefold  increase  in  the  fiinding  for  dialysis  facility  surveys — ^from  $2.2 

million  in  fiscal  year  2000  to  $6.3  million  in  2001.  This  increase,  according 
to  HCFA,  wall  ensure  that  ESRD  facilities  are  surveyed  at  least  every  3 
'  '     ,  .  .  years.  HCFA  is  seeking  this  additional  funding  in  response  to  the  declining 

survey  frequency  and  the  rising  number  of  deficiencies  identified,  as  well 
as  information  firom  states  regarding  complaints  about  dialysis  facilities. 
-     '  Nationwide,  complaints  to  state  survey  agencies  rose  22  percent  firom  1998 

to  1999.  As  a  case  in  point,  the  Oregon  Department  of  Health  received  just  2 
complaints  in  1997, 6  in  1998,  and  19  in  1999. 
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Elnforcement  Process 
Gives  Facilities  Little 
Incentive  to  Sustain 
Compliance 


Even  if  the  frequency  of  state  on-site  inspections  increases,  HCFA!s 
enforcement  actions  against  noncomplying  fEicilities  provide  little  incentive 
for  facilities  to  make  more  than  temporary  improvements.  The 
effectiveness  of  HCFA!s  enforcement  of  condition-of-participation 
requirements  is  limited  because  HCFA  relies  on  termination  from 
Medicare — or,  in  reality,  the  threat  of  termination — as  its  sole  enforcement 
tool.  To  esc^)e  termination  from  the  program,  facilities  almost  always 
bring  themselves  back  into  compliance,  but  they  face  minimal 
consequences  if  they  again  slip  out  of  compliance.  For  a  variety  of  reasons, 
HCFA  has  not  developed  or  used  other  sanctior\s  that  would  give  facilities 
more  of  an  incentive  to  maintain  compliance  with  conditions  of 
participation.^  In  combination  with  the  decreasing  frequency  of  state 
surveys,  these  factors  severely  limit  HCFA!s  ability  to  promote  long-term 
compliance. 


Threat  of  Termination 
Brings  Facilities  Into 
Compliance  but  Does  Not 
Necessarily  Keep  Them 
There 


HCFA  uses  the  threat  of  termination  as  its  primary  enforcement  tool  When 
state  agencies  identify  problems  that  are  sufficiently  serious  to  put  the 
facility  out  of  compliance  with  a  condition  of  participation,  they  begin  a 
process,  through  HCFA,  by  which  the  facility  either  corrects  its  deficiencies 
or  is  terminated  from  the  Medicare  program.  Before  a  facility  can  be 
terminated,  it  has  an  opportunity  to  correct  its  deficiencies  or  develop  an 
acceptable  plan  of  correction.  Actions  and  plans  may  include  establishing 
new  procedures  and  policies,  documenting  and  clarifying  roles  and 
responsibilities  of  facility  staff  and  managers,  recruiting  qualified  staff,  and 
conducting  in-service  training  of  personnel  Once  the  state  agency 
determines,  normally  by  a  revisit,  that  the  deficiency  has  been  corrected 
and  has  reasonable  assurance  that  it  will  not  rec\ir,  the  termination  process 
is  stopped. 


*We  use  the  term  "sanctions'  in  this  report  to  refer  to  aU  of  the  poialties  available  for 
noncompliance,  including  denial  of  Medicare  paymoits  and  termination  from  the  Medicare 
program. 
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In  practice,  facilities  nearly  always  correct  such  deficiencies  and  are  rarely 
terminated.  For  example,  481  of  the  surveys  conducted  since  1993  resulted 
in  at  least  one  condition-of-participation  deficiency,'  but  only  three 
facilities  have  been  terminated  for  not  correcting  a  deficiency.*  According 
to  HCFA  officials,  the  goal  of  the  monitoring  and  enforcement  program  is 
to  bring  problem  facilities  back  into  compliance  with  conditions  of 
participation,  not  to  punish  them.  They  stated  that  the  threat  of  termination 
from  Medicare  is  an  effective  method  to  bring  about  compliance. 

Although  the  threat  of  termination  is  effective  in  bringing  a  facility  into 
compliance,  it  provides  littie  assurance  that  a  facility,  once  recertified,  will 
not  immediately  slip  out  of  compbance  again.  For  one  thing,  while  facilities 
are  correcting  their  deficiencies,  they  are  allowed  to  continue  to  receive 
full  Medicare  payments,  and  they  do  not  have  to  reimburse  Medicare  for 
payments  they  received  when  the  services  and  care  they  provided  were  not 
at  the  level  required  for  payment.  Moreover,  if  they  sUp  out  of  compliance 
again  and  face  termination,  they  can  avoid  it  by  returning  to  compliance 
during  the  grace  period. 

The  length  of  time  between  surveys  makes  it  difficult  to  determine  how 
quickly  and  how  often  facilities  fall  out  of  compliance.  However,  analysis  of 
the  survey  deficiency  database  suggests  a  pattern  of  repeated  deficiencies. 
For  example,  of  facilities  with  four  or  more  surveys,'  38  percent  of  those 
that  had  deficiencies  on  their  most  recent  survey  were  also  deficient  on  at 
least  one  of  the  same  requirements  on  their  last  prior  survey.  More  than 
half  of  them  had  two  or  more  such  repeat  deficiencies. 

In  some  situations,  termination  is  not  used  even  when  a  facility  fails  to  take 
appropriate  corrective  action  after  the  termination  process  has  begun. 
State,  network,  and  HCFA  officials  told  us  that  termination  is  not  always  an 
option  because  it  could  create  serious  access  problems  for  patients  using 
that  particular  facility.  In  fact,  to  avoid  such  access  problems,  throughout 
the  termination  and  corrective  action  process — which  can  last  90  days  or 


This  figure  includes  both  recertification  surveys  and  complaint  surveys. 

'One  additional  facility  voluntarily  withdrew  from  Medicare  because  of  the  threat  of 
termination.  While  HCFAIs  deficiency  data  identified  12  facilities  involuntarily  terminated, 
we  excluded  those  terminations  that  were  not  linked  with  a  facility's  failure  to  correct 
condition-of-participation  deficiencies. 

°Only  a  facility's  four  most  recent  surveys  are  included  in  HCFAs  survey  database. 
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more — ^noncomplying  facilities  continue  to  receive  Medicare  payments  and 
may  continue  to  accept  new  Medicare  patients. 

During  our  state  visits,  we  also  identified  cases  in  which  facilities  returned 
to  compliance  only  to  be  found  out  of  compliance  again  a  short  time  later. 
Three  examples  follow. 

•   Washington.  On  March  24,  1999,  a  facility  was  cited  for  noncompliance 
with  such  requirements  as  following  physician  orders,  following  anemia 
management  protocols,  and  following  up  on  adverse  incidents  at  the 
facility.  The  state  accepted  a  corrective  action  plan  on  July  21.  However, 
on  October  13,  a  lengthy  complaint  was  filed  alleging  that  the  same 
types  of  deficiencies  found  during  the  survey  were  still  occurring  and 
that  the  facility's  management  was  not  correcting  the  problems.  The 
complaint  also  included  a  long  list  of  incidents  that  allegedly  occurred 
over  a  6-month  period,  including  the  months  the  facility  was  reported  to 
be  taking  corrective  actions.  Many  of  the  allegations  and  incidents  in  the 
complaint  were  substantiated  during  the  state  investigation,  including 
problems  that  were  also  cited  on  the  prior  survey:  for  example,  not 
writing  reports  for  serious  incidents,  such  as  medication  errors,  in 
which  patients  did  not  receive  prescribed  medication  and  in  which  other 
patients  received  medications  that  had  not  been  prescribed  for  them. 
Ehiring  this  same  investigation,  the  state  found  poor  patient  care 
practices,  such  as  leaving  a  patient  on  a  bedpan  throughout  the  3-hour 
dialysis  treatment,  causing  blisters.  Overall,  the  deficiencies  found  were 
so  severe  that  they  posed  immediate  jeopardy  to  patient  health  and 
safety,  and  the  facility  was  placed  on  a  fast  track  to  termination.  The 
facility  eigain  took  corrective  actions  that  were  acceptable  to  the  state 
and  HCFA,  and  at  the  time  of  our  work,  continued  to  dialyze  Medicare 
patients. 
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•  New  Jersey.  A  facility's  initiai  certification  survey  on  February  26, 1996, 
found  numerous  deficiencies,  including  having  untrained  personnel 
responsible  for  water  treatment,  not  testing  chloramine  levels  of  water 
daily,  not  having  a  quality  assurance  plan,  and  poor  patient  care 
plarming.  After  developing  an  acceptable  plan  of  correction,  the  facility 
was  certified  to  operate  six  dialysis  stations,  treating  35  patients.  Over 
the  next  18  months,  the  ESRD  network  conducted  several  on-site  visits 
at  the  facility  and  each  time  found  serious  and  continuing  problems.  For 
example,  patients  were  placed  at  serious  risk  because  dialysate  (the 
fluid  used  to  extract  toxins  from  the  blood)  was  prepared  using 
untreated  water.  Furthermore,  the  facility's  treated  water,  dialysate,  and 
dialysis  machines  had  bacterial  contamination  that  exceeded  acceptable 
levels.'"  In  1998,  the  state  agency  resurveyed  the  faciUty  and  found  the 
problems  identified  by  the  network  as  well  as  the  same  deficiencies 
found  earlier  by  the  state.  In  response,  the  facility  again  developed  an 
acceptable  plan  for  corrections.  Since  then,  the  facility  has  continued  to 
treat  Medicare  patients  and  has  not  been  resurveyed  in  more  than  2 
years. 

•  Texas.  A  facility  cycled  in  and  out  of  compliance  over  a  9-year  period 
while  developing  numerous  plans  of  correction  at  the  direction  of  both 
the  state  and  the  ESRD  network.  On  many  occasions,  the  deficiencies 
were  so  severe  they  put  the  health  and  safety  of  the  facility's  227 
patients  in  immediate  jeopardy.  For  example,  the  facility  had  repeated 
problems  regarding  providing  adequate  levels  of  dialysis,  managing 
patient  anemia,  and  plarming  patient  care.  In  1999  HCFA  put  the  facility 
on  a  fast  track  to  termination,  citing  such  deficiencies  as  not  providing 
care  necessary  to  address  patients'  medical  needs,  not  complying  with 
physicians'  orders,  lack  of  physician  planning  of  and  supervision  over 
patient  care,  and  not  foUowing  up  on  adverse  incidents.  It  took  more 
than  4  months  and  two  revisits  from  the  state  before  the  facility  came 
back  into  compliance.  However,  when  the  state  conducted  a  survey  4 
months  later,  the  facility  was  again  out  of  compliance.  At  the  time  of  our 
review,  state  agency  officials  were  exploring  enforcement  options  under 
state  licensing  authority. 


"federal  surveyors  from  the  HCFA  regional  office  accompanied  the  network  surveyors  on 
one  of  the  facility  visits  and  observed  many  of  these  problems. 
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Other  Enforcement  Tools  Termination  is  one  of  several  enforcement  tools  available  to  HCFA,  but  it  is 
Are  Not  Being  Used  ^®  ^  table  3).  HCFA  maintains  that  the  other  tools  have 

varying  limitations  that  have  prevented  them  from  being  used  as  effective 
alternatives.  The  following  sections  discuss  each  eirforcement  tool  for 
dialysis  facilities  and  the  limitations  that  might  be  affecting  its  use. 


Table  3:  Overview  of  Enforcement  Tools  Available  to  HCFA 


Type  of 

noncompliance 

Enforcement  tool 

Extent  used 

Concerns  or  limitations 

Failure  to  comply  with 
Me<ficare  conditions  of 
participation  for 
dieilysis  facilities 

Termination  from  the  Medicare 
program 

Invoked  when  a  facility  is  not  in 
compliance  with  a  condition  of 
participation 

Successful  in  bringing  facilities  back  into 
compliance,  but  not  necessarily  at 
keeping  them  in  compliance 

Denial  of  payment  for  new 
Medicare  patients 

Not  implemented  into  regulation 
by  HCFA 

Like  termination,  facilities  can  avoid  this 
sanction  by  returning  to  compliance 

Failure  to  follow 
industry  standards  and 
practices  for  reusing 
fiemodialyzers 

Retroactive  denial  of  payments  for 
services  provided  when  the  facility 
was  out  of  complicince 

Not  implemented  into  HCFA 
procedures 

HCFA  maintains  that  applying  this 
sanction  would  be  cumbersome 

Failure  to  participate  in 
ESRD  network  quality- 
of-care  Initiatives,  or  to 
pursue  qualrty-of<are 
goals 

Termination  from  the  Medicare 
program 

Never  levied  agcunst  a  facility 

Only  option  available  if  the  deficiency  is 
serious 

Denial  of  payment  for  new  patients 
admitted  after  the  effective  date  of 
the  sanction 

Never  levied  against  a  facility 

Limited  eipplicability — can  t>e  used  only 
for  nonserious  deficiencies 

Reduction  of  a  facilit/s  payment 
rate  by  20  percent  for  each  30-day 
period  that  the  facility  continues  to 
not  participate  or  pursue  goals 
after  being  directed  to  do  so 

Never  levied  against  a  facility 

Limited  applteability — can  be  used  only 
for  nonserious  deficiencies 

Withholding  all  payments,  without 
interest,  for  all  ESRD  services 

Never  levied  against  a  facility 

Limited  applicability — can  be  used  only 
for  nonserious  deficiencies 

Denial  of  Payment  for  New  In  1987  the  Congress  gave  HCFA  the  authority  to  develop  regulations 

Medicare  Patients  allowing  the  agency  to  deny  Medicare  payments  for  new  patients  at 

facilities  that  are  not  in  compliance  with  the  conditions  of  participation.  At 
that  time,  the  Congress  noted  that  HCFA  may  be  reluctant  to  use 
termination,  even  in  cases  of  serious  deficiencies,  but  that  persuasion  or 
technical  assistance  alone  may  not  be  sufficient  to  bring  facilities  into 
compliance.  However,  HCFA  has  not  promulgated  regulations  for  denying 
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payments.  HCFA  officials  told  us  that  denying  payments  would  offer  no 
advantages  over  termination  because,  under  the  law,  facilities  can  avoid  the 
penalty  by  returning  to  compliance  within  the  grace  period.  In  that  sense, 
denial  of  payments  would  operate  the  same  as  termination — it  would  occur 
'   "    "  only  if  the  facility  did  not  comply. 

Retroactive  Denial  of  Payment  The  Congress  provided  HCFA  additional  and  broader  authority  to  address 
for  Improper  Dialyzer  Reuse  facilities  not  complying  with  standards  and  requirements  for  reprocessing 

and  reusing  diaiyzers.  Compliance  with  accepted  standards  is  important  to 
prevent  the  weakened  immune  systems  of  dialysis  patients  from  being 
exposed  to  microbial  contamination  and  dangerous  levels  of  the  germicide 
~.  'T   ,    1^  used  to  clean  the  diaiyzers.  HCFA  was  authorized  to  impose  sanctions 

:  i  -  retroactively  when  a  facility  failed  to  follow  industry  guidelines  on 

"  appropriate  reuse  procedures,  even  if  the  facility  had  corrected  its  deficient 

  practices.  Unlike  termination,  this  tool  also  can  be  used  for  deficiencies 

that  are  not  considered  severe  enough  to  constitute  a  violation  of  the 
applicable  condition  of  participation.  HCFA  has  not  incorporated  this 
authority  into  its  procedures,  believing  that  it  would  be  too  cumbersome  to 
do  so.  HCFA  officials  explained  that  it  is  administratively  difficult  to  use 
this  sanction  because  it  is  hard  to  identify  which  specific  dialysis 
treatments  are  actually  affected  by  a  facility's  deficient  process  for  reusing 
diaiyzers. 

We  disagree  that  this  authority  would  necessarily  be  cumbersome  to 
TJ  , implement — at  least  not  in  all  instances.  Many  of  the  important  reuse 

standards  relate  to  processes  and  procedures  that  affect  almost  all  patients 
in  a  facility.  As  a  result,  if  a  deficiency  is  cited  tliat  affects  all  or  most  of  a 

,  facility's  patients,  determining  which  payments  should  be  denied  may  not 

be  as  difficult  as  HCFA  assumes.  Our  state-level  reviews  showed  instances 
in  which  such  conditions  applied.  That  is,  many  of  the  deficiencies  affected 

_  .  .  all  patients  that  were  dialyzed  during  the  period  examined,  and  surveyors 

were  able  to  identify  specific  days  of  noncompliance.  Payments  made  for 
-  -  -  •  services  provided  during  the  period  of  the  deficiency  would  thus  be  subject 

to  recoupment  under  current  regulations,  requiring  relatively  little  effort  on 
the  part  of  claims  processing  contractors  to  establish  the  appropriate 
amounts. 

Penalties  for  Noncompliance         HCFA  has  several  financial  sanctions  at  its  disposal  if  facilities  do  not 
W^th  ESRD  Network  Activities  or    cooperate  with  ESRD  network  activities  or  pursue  the  network's  qualify 
Initiatives  goals  and  initiatives.  After  providing  notice  to  chronically  deficient 

facilities,  HCFA  can  deny  payment  for  new  patients,  reduce  payments  for 
services  provided,  or  withhold  payments  altogether.  However,  the  law  only 
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authorizes  use  of  these  financial  sanctions  if  the  deficiency  does  not 
"jeopardize  patient  health  and  safety."  This,  in  practice,  creates  an 
enforcement  paradox.  Networks  are  inclined  to  refer  only  facilities  with 
serious  deficiencies  to  HCFA  for  sanction,  but  only  the  nonserious 
deficiencies  would  be  subject  to  the  financial  sanction.  For  serious 
deficiencies,  termination  is  the  only  sanction  available. 

In  practice,  the  networks  try  to  educate,  provide  technical  assistance, 
require  corrective  action  plans  and  progress  reports,  and  generally  use 
more  collegial  means  to  change  the  behavior  of  noncomplying  facilities. 
Since  1993,  only  two  facilities  nationwide  have  been  recommended  for 
alternative  sanctions  by  ESRD  networks."  Each  involved  a  situation  in 
which  the  network  determined  that  patient  health  and  safety  were  being 
jeopardized  because  of  a  lack  of  fundamental  processes  and  systems,  but 
the  facihty  did  not  respond  to  the  network's  efforts  to  address  the 
problems.  In  both  cases,  HCFA  did  not  proceed  with  sanctions  but  instead 
relied  on  surveys  to  document  problems  and  on  the  threat  of  termination  to 
bring  about  needed  changes. 


HCFA  does  not  have  the  same  tools  to  create  strong  incentives  for  ESRD 
facilities  to  maintain  compliance  that  it  does  for  nursing  homes.  In  1987, 
largely  in  response  to  studies  showing  that  many  nursing  homes  tended  to 
cycle  in  and  out  of  compliance  with  standards,  the  Congress  authorized 
HCFA  to  levy  civil  monetary  penalties  of  up  to  $10,000  per  day  on  homes 
that  do  not  meet  Medicare  requirements  of  participation.  The  Congress 
intended  these  penalties  to  create  a  strong  incentive  to  maintain 
compliance.  In  July  1995  HCFA  established  in  regulation  that  nursing 
homes  are  subject  to  these  financial  sanctions  on  the  basis  of  the  severity 
of  their  deficiencies  and  can  also  face  financial  sanctions  if  they  have 
repeated  serious  deficiencies.  These  latter  penalties  can  be  levied  without 
allowing  a  grace  period  to  correct  the  deficiencies,  and  they  can  be  applied 
even  if  a  nursing  home  corrects  the  deficiencies.  In  our  previous  review  of 


"Two  other  facilities  voluntarily  withdrew  from  Medicare  before  HCFA  could  consider 
network  reconunendations.  In  one  case,  a  facility  failed  to  improve  and  sustain 
improvement  in  removing  an  adequate  amount  of  contaminants  firom  patients'  blood.  After 
considerable  monitoring  and  various  approaches  to  improving  the  facility's  performance 
over  an  8-month  period,  the  network  recommended  that  HCFA  impose  an  alternative 
sanction.  Although  the  facility  withdrew  from  Medicare  l)efore  the  recommendation  could 
'oe  considered,  the  HCFA  project  officer  stated  that  because  the  issues  involved  patient 
health  and  safety,  HCFA  could  not  pursue  alternative  sanctions. 


Elnforcement  Tools 
Available  for  Dialysis 
Facilities  Are  More  Limited 
Than  Those  Available  for 
Nursing  Homes 
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enforcement  of  nursing  home  standards,  we  reported  that  while 
administrative  problems  with  appeals  had  not  yet  been  resolved,  civU 
monetary  penalties  may  provide  a  strong  deterrence  to  severe  or  sustained 
noncompliance.  ^ 


Steps  Under  Way  to 
Target  Survey 
Resources  Have 
Limitations 


HCFA  has  been  working  on  a  pilot  project  that  will  use  available  facility- 
specific  data  to  help  state  surveyors  select  facilities  for  review.  While  this 
idea  has  merit,  for  such  a  screening  process  to  be  effective,  the  data  must 
be  more  timely  and  reliable  than  what  HCFA  ciurently  has  at  its  disposal. 
Moreover,  the  extent  to  which  outcome  measures,  which  would  be 
included,  would  accurately  predict  the  presence  of  serious  health  and 
safety  deficiencies  that  would  be  identified  through  on-site  inspections  is 
unclear.  In  contrast,  opportunities  exist  to  better  target  resources  through 
improved  communication  between  the  ESRD  networks  and  state  survey 
agencies.  Thus  far,  HCFA's  efforts  to  facilitate  the  exchange  of  information 
between  networks  and  survey  agencies  have  been  inconsistent. 


HCFA  Is  PUot  Testing  Data 
Profiles  of  Individual 
Facilities  to  Help  Target 
Surveys 


In  May  2000,  as  part  of  a  pilot  project,  HCFA  sent  individual  dialysis  facility 
profiles  created  using  avaUable  facility-specific  data  to  the  seven  state 
survey  agencies  participating  in  the  pilot  These  profiles  are  designed  to 
help  state  agencies  determine  which  facilities  to  select  for  on-site 
inspections.  The  information  focuses  on  the  adequacy  of  dialysis  provided, 
the  fi"equency  of  some  dialysis-associated  complications  and  diseases,  and 
the  types  of  practices  used  by  the  facilities  in  administering  dialysis  and 
reusing  dialyzers.  This  information  comes  fi-om  a  number  of  sources.  Part 
of  it  is  data  currently  used  to  prepare  annual  reports  on  renal  care,  such  as 
standardized  mortality  and  hospitalization  rates.  HCFA  obtains  other  data 
through  claims  for  payment  that  facilities  file  with  intermediaries.  These 
claims  include  information  on  the  adequacy  of  dialysis  treatments  (the 
urea-reduction  ratio)  and  an  assessment  of  anemia  in  patients 
(hematocrit).  HCFA  is  also  using  data  on  patient  infections  collected  by  the 
Centers  for  Disease  Control  and  Prevention. 


HCFA  plans  to  collect  feedback  from  the  seven  pilot  states  in  the  fall  of 
2000  and  to  begin  training  surveyors  in  the  use  of  the  profiles  in  early  2001. 


"Nursing  Homes:  Additional  Steps  Needed  to  Strengthen  Enforcement  of  Federal  Quality 
Standards  (GAO/HEHS-99^,  Mar.  18, 1999). 
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The  evaluation  of  the  pilot  project  is  scheduled  to  be  completed  in  early 
2001,  but  at  the  time  of  our  review,  the  evaluation  plan  and  criteria  had  not 
been  set 


Because  the  facility  profile  project  is  now  being  tested,  we  did  not 
comprehensively  evaluate  it  However,  we  did  identify  several  issues  that 
need  to  be  considered  before  the  data  are  used  to  significantly  influence 
the  survey  selection  process.  The  nugor  concern  is  whether  the  data  are  a 
strong  predictor  of  noncompliance  with  Medicare  standards.  In  the  states 
we  visited,  we  found  cases  in  which  facilities  had  good  clinical  outcome 
scores  but  were  identified  in  on-site  surveys  as  seriously  out  of  compliance 
with  Medicare  standards.  For  instance,  during  a  complaint  investigation, 
state  surveyors  and  network  quality  assurance  staff  found  serious,  life- 
threatening  deficiencies,  such  as  a  lack  of  knowledge  of  basic  medical  and 
dialysis  practices  like  anemia  management,  infection  control,  and  water 
purity.  However,  when  network  officials  reviewed  the  facility's  clinical 
outcomes,  the  facility  had  better-than-average  scores. 

Whether  the  data  come  from  Medicare  claims  or  through  collection  by 
ESRD  networks,  the  process  by  which  HCFA  collects  and  aggregates  data 
on  ESRD  patients  and  ser/ices  takes  time.  Much  of  the  data  for  the  facility- 
specific  profiles  is  at  least  2  years  old.  For  example,  the  facility  profiles  for 
the  year  2000  report  hospitalization  and  mortality  data  fix)m  1996  through 
1998.  The  Centers  for  Disease  Control  and  Prevention  surveillance  data 
included  in  these  profiles  were  collected  through  a  1997  survey.  The 
screening  tool  proposed  in  the  HCFA  pilot  would  thus  reflect  conditions  at 
the  facility  that  were  at  least  2  years  old.  It  is  reasonable  to  assume  that, 
given  the  dynamic  nature  of  the  industry,  such  a  screen  would  not  reflect 
current  conditions. 

Although  cliiucal  outcome  measures,  such  as  hematocrit  levels  and  the 
urea-reduction  ratio,  are  generally  accepted  as  good  measures  of  dialysis 
service  quality,  the  assessment  of  the  reliability  of  the  measures  reported  to 
fiscal  intermediaries  yielded  mixed  results.  For  example,  an  initial  internal 
study  found  differences  between  the  clinical  measures  facilities  reported  to 
fiscal  intermedijuies  and  the  information  collected  by  ESRD  networks. 
Preliminary  results  of  a  later  HCFA  study  found  the  two  data  sets  to  be 
more  closely  correlated.  A  primary  concern  that  remains  is  the  lack  of 
assurance  that  a  single  set  of  procedures  to  collect,  store,  assay,  and  report 
laboratory  values  is  being  followed  consistently. 


Available  Information 
Reflects  Problems  in 
Capturing  Conditions  at 
Individual  Facilities 


Available  Data  Are  Neither 
Hmely  nor  Necessarily  Reliable 
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Predictive  Power  of  Outcome  Another  significant  issue  involved  in  using  clinical  outcome  data  in 
Measures  Is  Unclear  conjunction  with  the  facility  selection  process  is  whether  outcome 

measuies  are  a  reasonable  predictor  of  a  facility's  level  of  compliance  with 
Medicare  standards.  Although  a  limited  analysis  found  outcome  measures 
can  have  a  predictive  power, there  is  disagreem.ent  on  the  extent  to  which 
outcome  measures  currently  available  to  HCFA  are  strong  predictors  of 
compliance  with  Medicare  standards.  Moreover,  concerns  exist  that  using 
outcome  measures  to  inform  the  sur/ey  selection  process  may  comphcate 
the  process  of  collecting  accurate  data. 

For  example,  clinical  outcome  measures  like  urea-reduction  ratios  were 
designed  to  estimate  the  extent  to  which  health  care  providers  conformed 

.  .    .    ,  .  with  clinical  practice  guidelines,  and  not  necessarily  to  reflect  the  extent  to 

which  facilities  complied  with  important  condition-of-participation 

-  _  .  standards.  As  a  result,  ESRD  network  and  state  agency  staff  told  us  that 

dialysis  providers  could  have  clinical  outcome  scores  within  the  average 
range  for  the  region  and  still  have  serious  deficiencies,  often  in  such  critical 
areas  as  water  purity,  staff  competence,  and  infection  control. 

The  experience  of  the  Texas  network  shows  the  difficulty  of  using  outcome 
measures  as  the  key  tool  to  predict  which  facilities  do  not  comply  with 
Medicare  conditions  of  participation.  The  network  compared  clinical 
,     '  outcome  data  with  the  results  of  state  surveys  for  179  facilities  for  1996.''' 

An  analysis  of  the  data  found  that  using  outcome  measures  would  have 
been  an  improvement  over  the  random  chance  that  selected  facilities 
would  have  condition-of-participation  deficiencies.  However,  network 
officials  cited  methodological  difficulties  that,  in  their  view,  would  have 
limited  the  usefulness  of  these  results  for  targeting  surveys.  For  example, 
clinical  outcome  data  are  not  current  enough  and  would  not  have  been 
available  in  the  same  year  as  the  surveys.  Network  officials  also  pointed 
out  that  the  data  did  not  account  for  the  severity  of  the  deficiencies,  in  that 
some  facilities  with  the  most  severe  noncompliance  problems  had 
acceptable  outcome  measures.  As  a  result  of  these  and  other  concerns,  the 
network's  medical  review  board  reported  that  its  analysis  was  inconclusive 


"Robert  Wolfe,  Facility  Statistics,  Patient  Care  and  Science:  A  Re-evaluation  of  Network  14 
State  Surveyor  Data,  a  presentation  to  the  HCFA  Dialysis  Facility-Specific  Reporting 
Workgroup,  AugVSept  1999. 

"E^RD  Network  14  Medical  Review  Board,  Position  Paper  on  the  Use  of  Outcomes  Data  for 
Survey  Selection  Purposes  (Dallas,  Tx.:  June  2,  2000). 
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about  the  merits  of  using  clinical  outcome  data  as  a  controlling  factor  in 
targeting  state  survey  resources. 

Over  time,  the  process  of  using  clinical  performance  measures  to  score 
facilities  and  then  conduct  surveys  on  the  basis  of  these  scores  could,  in 
itself,  complicate  efforts  to  improve  the  accuracy  of  the  facility-reported 
data.  In  the  long  term,  the  use  of  facility-specific  data  to  inform  the 
regulatory  oversight  process  creates  an  incentive  for  facilities  to  report 
data  that  indicate  acceptable  performance  whether  they  are  providing  an 
acceptable  level  of  service  or  not  HCFA  quality  assurance  specialists 
reported  in  1999  that  clinical  performance  data  were  to  be  used  primarily 
for  population-based  quality  improvement  rather  than  for  evaluating 
facilities'  care  of  si)ecific  patients  or  compliance  with  quality  assxuance 
standards.  The  report  noted  considerable  concern  that,  if  inappropriately 
used  (particularly  by  regulators),  the  clinical  performance  measures  could 
potentially  have  a  deleterious  effect  on  the  care  of  dialysis  patients, 
pres\imably  by  creating  incentives  for  facilities  to  "game  the  reporting 
system."'*  Such  incentives  are  particularly  problematic  with  the  ESRD 
program  because  currently  most  of  the  data  are  self-reported.  Verification 
of  the  data  is  limited  to  a  review  for  transcription  errors. 


By  building  stronger  cooperation  between  ESRD  networks  and  state  survey 
agencies,  HCFA  has  an  opportunity  to  improve  the  quality  of  facility- 
specific  performance  data  used  in  selecting  facilities  to  survey.  ESRD 
networks  collect  a  variety  of  data  from  individual  dialysis  facilities  and  in 
some  cases  have  facility  performance  information  that  is  available  on  a 
real-time  basis,  rather  than  after  a  lag  of  several  years.  However,  HCFA  has 
not  consistently  encouraged  this  coordination,  and,  in  some  cases,  through 
conflicting  policy  interpretations,  has  actually  impeded  it  As  a  result,  the 
level  of  coordination  and  information  sharing  varies  dramatically  across 
the  nation,  and  in  most  cases  little  of  it  takes  place. 

HCFA  has  not  been  dear  on  the  type  of  relationship  and  coordination  it 
expects  between  networks  and  states.  HCFAIs  current  policy  is  that 
networks  may  readily  share  facility-specific  information  with  state  survey 
agencies  to  aid  in  the  certification  process.  This  stance  reinforces  HCFA 
contract  requirements  with  networks  firom  prior  years,  in  which  networks 


"^PRO-West,  Developing  Clinical  Performance  Measures  for  the  Care  of  Patients  Wth  End 
Stage  Renal  Disease,  final  report  to  HCFA  (Seattle,  Wash.:  PRO-West,  Jan.  1999). 


Lack  of  Communicadon  Has 
Hindered  Monitoring 
Effectiveness 
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were  instructed  to  achieve  a  working  relationship  with  state  agencies  and 
HCFA  regional  offices  that  would  assist  each  in  improxing  the  quality  of 
care  provided  to  ESRD  patients.  Activities  the  networks  axe  to  undertake 
with  state  agencies  include  sharing  information  and  data  reports, 
communicating  on  patient  quality-of-care  issues,  providing  facility-specific 
data  to  the  state  agency,  and  working  to  support  their  survey  activities. 

HCFA  regional  offices  that  oversee  network  and  survey  agency  activities 
have  not  applied  this  policy  consistently.  In  fact,  most  HCFA  regional 
offices  restrict  networks  from  sharing  facihty-specific  information  and 
support  ESRD  networks  when  they  deny  requests  by  state  survey  agencies 
for  such  information,  saying  that  federal  confidentiality  restrictions 
prohibit  this  sort  of  exchange.  In  contrast,  with  the  knowledge  of  the  HCFA 
regional  office,  the  ESRD  network  in  Texas  began  providing  facihty- 
specific  iixformation  to  the  Texas  Department  of  Health  after  the  state 
passed  a  licensure  law  for  dialysis  facUities  in  1996.  More  recently,  in  early 
2000,  some  HCFA  regional  offices  have  begun  efforts  to  facilitate  the 
communication  and  exchange  of  information,  including  facility-specific 
performance  information,  between  ESRD  networks  and  state  agencies. 

By  sharing  information  and  knowledge,  ESRD  networks  and  state  agencies 
can  effect  a  more  complete  pictiu-e  of  ESRD  facilities.  Each  has  different 
information  and  knowledge  about  a  facility  that  together  provide  a  more 
accurate  overall  assessment  of  the  quality  of  care  a  facility  provides.  ESRD 
networks  work  solely  with  ESRD  facilities;  have  information  on  the  clinical 
aspects  of  the  care  in  facilities;  and  also  may  be  more  aware  of  staffing  and 
management  changes,  patient  complaints,  and  the  results  of  network 
quality  improvement  irutiatives,  which  can  have  a  rmyor  impact  on  the 
quality  of  care  provided.  In  contrast,  networks  do  not  have  detailed 
information  about  facilities'  systems  and  processes  that  are  key  to  quality 
of  care,  such  as  the  quality  of  water  used,  infection  control  procedures, 
reprocessing  of  dialyzers,  and  care  plarming.  This  type  of  irrformation  can 
be  provided  by  state  survey  agencies. 


Conclusions  oversight  of  ESRD  facilities  needs  improvement.  While  many  facilities  may 

be  conscientiously  and  consistently  providing  quality  care,  some  do  not, 
and  current  oversight  efforts  are  not  enough  to  find  and  correct  the 
problems  in  a  timely  manner.  HCFA's  request  for  a  threefold  budget 
increase  for  inspecting  ESRD  facilities  is  a  sign  that  the  agency  realizes 
additional  oversight  is  necessary. 
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While  increasing  the  number  of  inspections  should  help  improve  oversight, 
other  things  can  be  done  as  well.  One  is  to  put  some  teeth  into  the 
enforcement  process.  Currently,  when  condition-of-participation  violations 
are  found,  even  on  a  recurring  basis,  ESRD  facilities  essentially  face  no 
actual  penalty  as  long  as  they  correct  any  problems  identified.  Part  of  the 
reason  is  that  HCFA  has  chosen  not  to  exercise  its  authority  to  levy  certain 
sanctions.  HCFA  has  not  instituted  procedures  to  deny  Medicare  payments 
for  dialysis  if  a  facility  does  not  meet  dialyzer  reuse  standards.  However,  in 
practice,  ether  sanctions  now  available  to  HCFA  have  little  appUcation 
because  either  they  are  restricted  to  less  serious  deficiencies  or,  in  the  case 
of  more  serious  deficiencies,  facilities  can  take  corrective  action,  even 
temporarily,  and  avoid  them  altogether 

One  way  to  give  facilities  more  of  an  incentive  to  stay  in  compliance  is  to 
have  available  the  kinds  of  monetary  penalties  that  can  be  used  when 
nursing  homes  are  found  to  have  severe  or  repeated  serious  deficiencies. 
For  example,  HCFA  can  fine  nursing  homes,  and  the  fines  are  not  forgiven 
when  the  facility  corrects  its  problems.  We  have  previously  reported  that 
such  penalties  can  give  nursing  homes  a  strong  incentive  to  remain  in 
compliance  with  Medicare  standards.  Making  such  financial  penalties  more 
applicable  to  ESRD  facilities  would  require  action  by  the  Congress. 

Another  way  to  strengthen  oversight  is  for  state  agencies  and  the  ESRD 
networks  to  share  information  on  complaints  and  known  quahty-of-care 
problems  at  specific  facilities.  Doing  so  would  help  target  inspection 
resources  where  they  are  most  needed.  HCFA's  efforts  to  use  available 
outcome  data  for  targeting  its  survey  efforts  may  also  eventually  help  in 
this  regard,  but  more  testing  and  evaluation  are  needed  to  ensiire  thaX  the 
data  used  are  sufficient  to  predict  noncompliance  with  Medicare  quality 
standards. 


R6COininend.3.tiOnS  to  recommend  that  the  Administrator  of  HCFA  take  the  following  actions 

HCFA  ^  strengthen  oversight  of  ESRD  facihties: 

•  Develop  procedures  on  how  and  when  to  use  HCFAs  existing  authority 
to  impose  partial  or  complete  payment  reductions  for  ESRD  facihties 
that  do  not  meet  Medicare  quahty  standards  for  dialyzer  reuse. 

•  Establish  procedures  to  facilitate  better  and  more  routine  cooperation 
and  information  sharing  between  ESRD  networks  and  state  survey 
agencies,  particularly  in  targeting  facihties  for  on-site  surveys. 
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•  Evaluate  the  results  of  HCFA's  project  for  using  clinical  outcome  data  to 
select  facilities  for  on-site  review  before  it  recommends  that  states  use 
such  data  as  a  key  factor  in  the  selection  process.  A  central  component 
of  the  evaluation  should  be  determiiung  the  extent  to  which  the  data  are 
sufficient  to  predict  which  facilities  have  a  higher  likeUhood  of  not 
complying  with  Medicare's  conditions  of  participation. 


Ma.tt6r  for  improve  ESRD  facilities'  incentives  to  maintain  compliance  with 

p  .        T  Medicare's  conditions  of  participation,  the  Congress  should  consider 

congressional  authorizing  HCFA  to  assess  monetary  penalties  on  ESRD  facilities  like 

Consideration  those  it  is  authorized  to  assess  on  nursing  homes  that  have  severe  or 

repeated  serious  deficiencies. 


Agency  Comments  ^  commenting  on  the  report,  HCFA  agreed  with  the  report's  findings  and 

expressed  overall  Jigreement  with  its  recommendations.  HCFA  cited  a 
number  of  steps  it  intends  to  take  or  that  are  already  under  way  to  address 
'    ^'        .  our  recommendations.  HCFA  also  pointed  to  a  variety  of  patient  outcome 

'  '  measures  over  the  last  several  years  as  evidence  of  improved  overall 

quality  of  ESRD  treatment.  While  these  data  are  encouraging  about 
nationwide  quality,  they  do  not  mean  that  particular  facihties  are  not 
problematic.  This  is  evidenced  by  the  fact  that  the  number  of  facilities 
>  found  to  be  out  of  compliance  with  Medicare  conditions  of  participation 

increased  from  6  percent  in  1993  to  15  percent  in  1999. 

Regarding  the  recommendation  about  sanctions  for  inappropriate  dialyzer 
reuse,  HCFA  stated  that  it  would  develop  necessary  regulations  and 
procedures  to  implement  such  sanctions.  In  response  to  our 
recommendation  to  facilitate  cooperation  among  state  agencies  and  ESRD 
'  networks,  HCFA  stated  that  it  is  now  taking  steps  to  clearly  delineate 

;  r  -     ,        .   responsibilities  of  state  survey  agencies  and  ESRD  networks  that  would 
encourage  cooperative  information-sharing  to  help  identify  poor- 
performing  facilities. 

•  3  - .  .p.  Regarding  our  recommendation  to  evaluate  whether  outcome  data  are  an 

appropriate  means  of  selecting  facihties  for  on-site  surveys,  HCFA  stated 
,  that  this  process  is  already  under  way.  HCFA  cited  an  analysis  of  recent 

^  data  on  facihties  in  Texas  that  indicated  a  strong  relationship  between  state 

survey  results  and  outcome  measures.  We  have  included  information  in  the 
report  about  this  analysis.  However,  we  believe  additional  testing  and 
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evaluation  are  needed  before  outcome  measures  are  used  as  a  significant 
factor  in  selecting  ESRD  facilities  for  survey.  HCFA  stated  its  intention  to 
continue  studying  this  issue. 

HCFA  did  not  specifically  comment  on  our  suggestion  that  the  Congress 
consider  authorizing  it  to  assess  monetary  penalties  on  ESRD  facihties 
similar  to  those  authorized  for  nursing  homes.  However,  HCFA  did  state 
that  it  was  pursuing  a  legislative  strategy  to  consolidate  and  clarify  current 
alternative  or  intermediate  sanctions  and  possibly  establish  new 
authorities  across  all  provider  types. 

HCFA  also  provided  detailed  technical  comments,  which  we  incorporated 
in  the  report  where  appropriate.  HCFAs  comments  are  in  appendix  IV. 


As  agreed  with  your  offices,  we  will  make  no  further  distribution  of  this 
report  until  4  days  after  its  issue  date.  At  that  time,  we  will  send  copies  to 
the  appropriate  authorizing  committees;  the  Honorable  Nancy-Ann  Min 
DeParle,  Administrator  of  HCFA;  and  interested  congressional  committees. 
We  will  also  make  copies  available  to  other  interested  parties. 

Please  contact  me  at  (202)  512-7119  if  you  have  any  questions  about  this 
report  Major  contributors  included  Margaret  Buddeke,  Timothy  Bushfield, 
and  Mark  Ulanowicz,  imder  the  direction  of  Frank  Pasquier. 


Janet  Heinrich 

Associate  Director,  Health  Fiiumcing  and 
Public  Health  Issues 
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Scope  and  Methodology 


In  order  to  evaluate  the  procedures  and  processes  employed  by  HCFA, 
state  survey  zigencies,  and  ESRD  networks  to  monitor  dialysis  facilities,  we 
interviewed  (1)  HCFA  officials  at  its  central  office  and  four  regional  offices; 
(2)  state  survey  officials  in  California,  New  Jersey,  Texas,  Oregon,  and 
Washington;  (3)  ESRD  network  officials  in  five  networks;  and  (4)  officials 
fi-om  the  Network  Forum,  which  is  the  organization  that  represents  all  of 
the  ESRD  networks.  We  also  collected  data  on  the  policies  and  procedures 
used  by  HCFA,  state  survey  agencies,  and  ESRD  netv/orks  to  monitor 
dialysis  facilities.  We  judgmentally  selected  these  five  states  because  they 
appeared  to  be  typical  based  on  available  data  on  clinical  outcome 
measures  for  each  ESRD  network  and  HCFA  data  on  the  niunber  of 
condition-of-participation  deficiencies.  We  also  considered  other  factors, 
such  as  networks  with  larger  states  and  more  surveys,  networks  in  w^hich 
innovative  monitoring  practices  were  being  employed,  and  networks  with  a 
mix  of  geographic  oversight  responsibility  (networks  with  small 
geographic  areas,  large  geographic  areas,  and  multistate  coverage).  Within 
each  network  we  selected  and  visited  state  sm-vey  agencies  in  the  largest 
states.  We  reviewed  and  obtained  documentation  on  facility  surveys  from 
HCFA  and  state  agencies  and  clinical  performance  data  collected  by  ESRD 
networks.  We  also  analyzed  data  on  the  results  of  state  surveys  and  the 
clinical  outcomes  of  dialysis  treatments  firom  national  databases. 

To  determine  the  extent  to  which  on-site  inspections  of  dialysis  facilities 
are  done  to  ensure  compliance  with  Medicare  quality  standards,  we 
analyzed  HCFA's  nationwide  database  of  health  care  facility  inspection 
results — the  On-Ldne  Survey,  Certification,  and  Reporting  (OSCAR)  system. 
This  data  system  records  state  survey  results  in  a  standard  format.  We 
analyzed  data  to  identify  the  level  of  survey  activity  over  time  and  to 
determine  the  extent  that  survey  resources  are  spent  on  recertification 
surveys  or  initial  surveys.  We  analyzed  the  frequency  of  citation  of 
condition-of-participation  deficiencies,  which,  unless  corrected,  are  severe 
enough  to  warrant  a  facility's  termination  from  the  Medicare  program. 
Determinations  of  such  deficiencies  are  made  by  state  agencies  and  receive 
HCFA's  concurrence.  Although  we  did  not  thoroughly  assess  the  reliability 
of  the  database  for  the  purpose  of  analyzing  the  firequency  of  recertification 
surveys,  HCFA  officials  generally  recognize  it  to  be  reliable  for  this 
purpose.  However,  the  extent  to  which  the  data  provide  a  consistent 
measure  of  quality  of  care  across  states  is  unknown.  To  make  such  a 
determination  would  require  a  review  of  the  consistency  of  state  survey 
processes  nationally,  which  was  beyond  the  scope  of  our  work. 


Page  28 


GAO/HEHS-00-114  Medicare  Qnality  of  Care 


285 


Appendix  I 

Scope  aad  Methodology 


To  determine  the  effectiveness  of  the  processes  used  to  ensure  that 
facilities  correct  identified  deficiencies,  we  reviewed  the  procedures  used 
by  state  agencies  and  networks  to  require  corrective  actions  and  to 
evaluate  whether  facilities  return  to  compliance.  To  gain  more  insight  into 
the  effectiveness  of  HCFA's  procedures  to  ensure  sustained  compliance 
with  quality-of-care  standards,  we  looked  particularly  at  the  cases  in  which 
state  agencies  and/or  ESRD  networks  knew  about  facilities  that  had 
serious  and  recurring  problems.  We  reviewed  the  enforcement  tools  HCFA 
has  available  to  address  noncompliant  facilities  and  assessed  the  extent  to 
which  these  tools  are  utilized.  We  also  analyzed  HCFA  data  to  identify  the 
number  of  facilities  that  were  terminated  from  the  program. 

In  assessing  HCFA's  efforts  to  improve  the  targeting  of  facilities  to  inspect 
and  monitor,  we  focused  on  HCFA's  ongoing  pilot  project  to  profile 
facilities  using  a  variety  of  facility-specific  data.  Because  this  project  is  in 
process  and  no  strong  indicators  currently  exist  that  identify  facilities  with 
qviality-of-care  problems,  it  is  difficult  to  assess  the  overall  effectiveness  of 
this  approach  as  a  tool  to  identify  noncomphant  facihties.  Instead,  we 
assessed  the  limitations  of  the  data  that  HCFA  is  planning  to  use  to  target 
facilities  for  on-site  inspections.  To  this  end,  we  reviewed  the  data  HCFA 
plans  to  use  and  discussed  data  reliability  issues  with  ESRD  networks, 
HCFA  researchers,  noted  renal  care  researchers,  and  the  peer  review 
organization  that  has  contracted  with  HCFA  to  develop  the  pilot  program. 
In  addition,  we  discussed  with  state  survey  agency,  ESRD  network,  and 
HCFA  officials  the  extent  to  which  state  agencies  and  ESRD  networks 
share  information  and  coordinate  their  oversight  activities. 
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Comparison  of  New  ESRD  Patients  by  Age 
and  Primary  Diagnosis,  1989,  1993,  and  1997 


1989  1993  1997 


Patients 

Percentage  of 
total 

Patients 

Percentage  of 
total 

Patients 

Percentage  of 
total 

Age 

Under  15 

430 

1.0 

475 

0.8 

583 

0.7 

15-24 

1,309 

3.0 

1,337 

2.3 

1,373 

1.7 

25-34 

3,435 

7.8 

3,652 

6.2 

3,833 

4.8 

35-44 

4,649 

10.6 

5,840 

10.0 

7,080 

9.0 

45-54 

5,850 

13.3 

7,846 

13.4 

10,936 

13.8 

55-64 

9,100 

20.8 

1 1 ,383 

19.4 

15,317 

19.4 

65-74 

11,978 

27.3 

16,964 

28.9 

22,056 

27.9 

75  or  older 

7,090 

16.2 

11,127 

19.0 

17,924 

22.7 

Total 

43,841 

100 

58,624 

100 

79,102 

100 

Primary  diagnosis 

Dieibetes 

14,404 

32.9 

21.319 

36.4 

33,096 

41.8 

Hypertension 

12,786 

29.2 

17,333 

29.6 

20,066 

25.4 

Glomerulonephritis 

5,863 

13.4 

6,439 

11.0 

7,390 

9.3 

Cystic  kidney 

1,307 

3.0 

1.624 

2.8 

1,772 

2.2 

Other  urologic 

772 

1.8 

888 

1.5 

1,388 

1.8 

Other  cause 

4,453 

10.2 

5.400 

9.2 

8.284 

10.5 

Unknown  cause 

2,209 

5.0 

2,621 

4.5 

2,920 

3.7 

Missing  cause 

2,047 

4.7 

3,000 

5.1 

4,186 

5.3 

Total 

43,841 

100.0 

58,624 

100.0 

79,102 

100.0 

Source:  National  Institutes  of  Health  (NIH),  United  States  Reneil  Data  System,  USRDS  1999  Annual 
Data  Report  (Bethesda,  Md.:  NIH,  Apr.  1999);  and  HCFA. 
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Medicare  Conditions  of  Participation  for 
Dialysis  Facilities 


Number  of 
standards 
Condttlon  of  and 


participation 

requirements 

Description 

Compliance  with  federal, 
state,  and  local  laws  and 
regulations 

4 

The  facility  and  personnel  employed  by  the  facility  must  be  licensed  as  required  by 
federal,  state,  or  local  laws.  This  includes  compliance  with  all  public  safety  laws  and 
requirements. 

Gove'ning  body  and 
management 

70 

The  facility  must  be  under  the  control  of  an  identifiable  body  that  adopts  and  enforces 
rules  and  regulations,  including  operational  rules  and  patient  care  policies  to  safeguard 
the  health  and  safety  of  individuals. 

Patient  long-term-care 
program  and  patient  care 
plan 

20 

A  professional,  multidisciplinary  health  care  team  and  the  patient  must  develop  a 
written  long-term-care  plan  to  ensure  each  patient  receives  the  appropriate  type  of 
dialysis  and  care.  Patient  care  plans,  which  have  shorter  time  lines,  must  be 
personalized  for  each  patient  to  address  their  specific  medical,  psychological,  social, 
and  functional  needs.  Both  plans  are  to  be  regularly  reviewed  and  updated  to  respond 
to  changing  patient  needs. 

Patients'  rigfits  and 
responsibilities 

12 

Dialysis  facilities  must  have  written  policies  describing  the  rights  of  the  patients  in  order 
to  ensure  patients  are  fully  informed  about  the  services  available,  their  medical 
condition,  whether  the  facility  reuses  dialysis  supplies,  and  whether  the  patient  is  a 
candidate  for  transplantation  and  home  dialysis. 

Medical  records 

21 

Patient  medical  records  must  be  maintained  to  document  patient  assessments, 
diagnosis,  and  treatment,  and  medical  and  nursing  histories. 

Physical  environment 

29 

Dialysis  services  are  to  be  provided  in  a  setting  that  is  functional,  sanitary,  safe,  and 
comfortable  for  patients,  staff,  and  the  public. 

Reuse  ot  hemodia^yzers 
and  other  dialysis 
supplies 

92 

Facilities  that  reuse  hemodialyzers  and  other  dialysis  supplies  must  follow  established 
protocols  and  standards  to  ensure  patient  and  staff  safety. 

Affiliation  agreement  or 
arrangement 

4 

Agreements  between  dialysis  facilities  and  inpatient  dialysis  centers  must  be  in  writing 
to  ensure  inpatient  care  and  other  hospital  services  are  promptly  available  to  dialysis 
patients. 

Director  of  renal  dialysis 
facility 

6 

Dialysis  treatments  must  be  under  the  general  supervision  of  a  qualified  director,  who 
is  responsible  for  planning,  organizing,  conducting,  and  directing  professional  services. 

Staff  of  a  renal  dialysis 
facility  or  center 

6 

Properly  trained  and  qualified  personnel  must  be  present  in  adequate  numbers  to  meet 
the  needs  of  patients,  including  needs  arising  in  emergencies 

Minimal  service 
requirements 

27 

Dialysis  facilities  must  provide  dialysis  services  as  well  as  laboratory,  social,  and 
dietetic  services  needed  to  address  ESRD  patient  needs. 
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Comments  From  the  Health  Care  Financing 
Administration 


DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Th«  Administrator 
Washinston.  O.C.  20201 


Health  Care  FmarKing  AdmLntttration 


DATE: 


M    5  2000 


TO: 


Janet  Heinrich  ,  Associate  Director 
Health  Financing  and  Public  Health  Issues 
General  Accounting  Oflice 


FROM: 


Nancy- Ann  Min  DeParle  ^^4^L^««wl —  

Administrator  i 


SUBJECT:    General  Accounting  Office  (GAO)  Draft  Report:  "Medicare  Quality  of  Caie: 
Oversight  of  Kidney  Dialysis  Facilities  Needs  Improvement," 
(GAO-'HEHS-OO-IM) 

We  appreciate  the  opportunity  to  review  the  GAO  inspection  of  the  monitoring  of  dialysis 
facilities  for  compliance  with  federal  regulations  and  actions  taken  to  correct  deficierKies  when 
they  are  identified.  The  Health  Care  Financing  Administration  (HCFA)  agrees  with  the  report's 
findings  and  will  take  appropriate  additional  steps  to  further  improve  the  oversight  and  quality  of 
care  in  dialysis  facilities  participating  in  the  Medicare  program. 

Overall,  HCFA  agrees  with  your  recommendations.  Our  efforts  to  improve  perfbrmance  of  the 
dialysis  facilities  have  had  some  measurable  success.  For  example,  between  1994  and  1998  the 
percentage  of  ESRO  patients  with  adequate  hematocrit  (red  blood  cell)  levels  increased  from  55 
to  83  percent.  Additionally,  in  the  same  time  period,  the  percentage  of  patients  receiving 
adequate  dialysis  increased  from  49  to  74  percent.  We  also  know  from  the  U.S.  Renal  Data 
System,  a  joint  HCFA  and  National  Institutes  of  Health  project,  the  overall  one  year  mortality 
rates  for  dialysis  patients  decreased  from  24.9  deaths  per  100  patient  years  in  19190  to  22.8  in 
1997. 

These  improvements  are  due  in  part  to  the  leadership  role  HCFA  took  begirming  in  1994  to 
develop  clinical  indicators  that  assess  the  quality  of  care  for  dialysis  patients.  This  effort  is  now 
known  as  the  Clinical  Performance  Measures  Project  (formerly  the  National/Network  ESRD  Core 
Indicators  Project).  HCFA,  through  the  ESRD  networks,  collects  clinical  indicators  on  a  national 
sample  of  dialysis  patients  in  the  areas  of  adequacy  of  dialysis,  anemia  management,  and  serum 
albumin  (a  protein  in  the  blood  that  is  an  indicator  of  the  patient's  overall  health).  These  data  are 
collected,  analyzed  and  described  aimually  in  a  detailed  report,  the  ESKD  Clinicat  Performance 
Measures  Project  Annual  Report.  This  report  is  distributed  to  all  dialysis  providers  for  their  use  in 
identifying  opportunities  for  improvement  Using  this  national  sampling  approach,  we  have 
documented  improvement  every  year  in  the  number  of  dialysis  patients  achieving  the  benchmarks 
for  these  clinical  indicators  since  1994. 
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Page  2  -  Janet  Heinrich 

We  have  also  undertaken  steps  to  begin  collecting  facility-specific  data  In  1998,  HCFA  directed 
the  development  of  16  clinical  performarce  measures  that  we  are  collecting  from  a  sample  of 
facilities  this  year.  This  elTort  was  initiated  to  implemenl  a  provision  in  the  Balanced  Budget  Act 
of  1997  that  requires  HCFA  to  measure  and  report  the  quality  of  renal  dialysis  services.  The  16 
clinical  measures  are  similar  to  those  of  the  Core  Indicators  Project  described  above,  with  the 
addition  of  measures  for  evaluating  vascular  access  (the  point  of  access  to  the  dialysis  patient's 
blood  stream).  In  1 999  this  work  'j/3s  merged  with  the  Core  Indicators  Project  and  the  combined 
project  is  known  as  the  ESRD  Cliiucal  Performance  Meastiies  (CPM)  Project.  The  CPM  Project 
is  pan  of  a  larger  ESRD  Core  Data  Set  that  is  under  developmem.  Through  the  ESRD  Core  Data 
Set,  we  are  striving  to  determine  and  report  accurate,  meaningful  facility-specific  performance 
measures  that  will  allow  comparisons  across  dialysis  centers  and  will  ultimately  increase  facility 
accountability  and  patient  choice. 

Facility-specific  data  profiles  have  been  developed  for  the  use  of  Stale  Survey  Agencies  in 
targeting  their  surveys  and  this  tool  is  currently  being  piloted  in  7  States.  These  reports  will  be 
only  one  of  several  diagnostic  tools  to  determine  which  Eacilities  to  stirvey.  Other  tools  will 
include  complaints,  past  inspection  behavior,  change  of  ownership,  and  ESRD  Netwtjrk 
information.  Once  the  pilot  project  has  been  completed,  we  will  evaluate  the  effectivetiess  and 
efficiency  of  these  reports. 

Despite  our  progress  in  improving  the  quality  of  care,  there  continue  to  be  weak  perfonning 
dialysis  facilities.  However,  the  Networks  and  States  are  working  aggressively  with  these  dialysis 
facilities  to  improve  their  care.  We  also  intend  to  publish  in  early  2001  a  proposed  rule  on  new 
Conditions  for  Coverage  for  dialysis  facilities  that  will  strengthen  requirements.  In  addition,  the 
President's  FY  2001  budget  would  increase  the  fimding  level  for  surveys  of  ESRD  facilities  from 
$2.2  million  to  $6.3  million.  This  fimding  level  would  allow  us  to  decrease  the  time  between 
surveys  from  every  six  years  to  every  three  years  and  increase  the  number  of  surveys  from  956  to 
1,847  in  FY  2001. 

Attached  are  our  coomients  on  the  specific  recommendations  in  the  report  We  look  forward  to 
working  closely  with  GAD  on  these  issues  in  the  future. 
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Comments  of  the  Health  Care  Finanring  Admlnl«tr«iji»n 
on  the  Generai  Accounting  Office  fGAO>  Draft  Report 
"Medicare  Onalltv  of  Care:  Ovenight  of  Kidney  Dlalvrii 
Facilities  Need.  Improvement" 


GAO  Recommendation  I 

Develop  procedure*  on  how  and  when  to  nie  Ita  exhthig  authority  to  Itnpnw  prHal  nr 
complete  payment  reduction*  for  ESRD  faellMei  that  do  not  meet  Medicare  qnalHy 
itandardi  for  dialyzer  re-u«e. 

We  concur  with  the  recommendation.  The  GAO  report  suggests  that  implementing  an  additional 
sanction,  partial  or  complete  payment  reductions  for  ESRD  facilities  that  do  not  meet  standards  for 
dialyzer  re-use,  is  appropriate  in  certain  situations.  We  agree  that  development  of  alternative 
sanctions  to  apply  to  ESRD  facility  that  do  not  meet  Medicare  quality  standards  for  dialyzer 
re-use  would  be  useful.  We  will  dwelop  an  Notice  of  Proposed  Rule  Making  (NPRM)  and 
procedures  to  implement  these  sanctions  as  well  as  other  sanctions  which  nuy  be  included  in  the 
NPRM. 

In  addition.  HCFA  is  also  pursuing  a  legislative  strategy  to  consolidate  and  clarify  cunent  alternative 
or  intermediate  sanctions,  and  possibly  establish  new  authorities  across  all  certified  provider-types. 

GAO  Recommendation  2 

Establish  procedures  to  fadliute  better  and  more  rontfaie  eoopemtion  and  Information  sharing 
between  ESRD  Networiu  and  State  inrvey  agendei.  particnlarlv  hi  targeting  fadHtie*  for  tm- 
itte  lurvevi. 

HCFA  agrees  that  certain  facility-specific  data  held  by  the  ESRD  Networks  should  be  shared  with 
the  State  survey  agencies.  To  this  end,  HCFA  is  currently  working  with  the  Office  of  General 
Counsel  to  resolve  issues  stemming  from  section  1 160  of  the  Social  Security  Act  that  deals  with 
"Prohibition  Against  Disclosure  of  Information"  by  Networks.  Once  these  issues  are  resolved,  we 
will  expect  and  require  a  higher  degree  of  information  sharing  between  the  State  agencies  and  the 
ESRD  Networks. 

We  are  now  taking  steps,  in  response  to  an  earlier  recommendation  by  the  Inspector  General,  DHHS, 
to  clearly  delineate  the  responsibilities  of  the  State  agencies  and  the  ESRD  Networks.  While  the 
State  agencies  will  continue  to  perform  their  traditional  role  of  carrying  out  unannounced  Federal 
inspections  of  ESRD  facilities,  and  ESRD  Networks  will  continue  to  perform  their  traditional  role 
of  improving  the  quality  of  care  delivered  by  ESRD  suppliers  by  engaging  in  performance 
improvement  projects  with  ESRD  facilities,  we  would  encourage  any  cooperative  infonnation 
sharing  to  facilitate  the  identification  of  poor  performing  facilities. 
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Appendix  IV 

Conunents  From  the  Health  Care  Finanring 
Administration 


HCFA  will  also  establish  specific  giiidelines  for  coordinating,  monitoring  and  reporting  to  build  a 
more  cooperative  relationship  between  States  and  Networks,  especially  in  the  area  of  sharing 
expertise  to  further  protect  ESRD  patients.  HCFA  has  established  a  State  Agency  information 
Workgroup  that  includes  State  survey  agency  representatives  and  ESRD  Network  representatives, 
as  well  as  technical,  clinical,  and  scientific  experts  in  data  base  management  and  clinical  nephrology. 
This  workgroup  is  identifying  data  elements  &om  current  data  bases  that  will  be  helpful  to  State 
survey  agencies  in  selecting  facilities  for  surveys  and  in  structuring  surveys.  In  structuring  the 
survey  process,  data  will  be  used  to  understand  a  facility's  potential  strengths,  to  identify  potential 
problems,  to  increase  the  efficiency  of  the  survey,  and  to  increase  the  effectiveness  of  the  survey. 

In  addition,  as  funding  permits,  we  plan  to  convene  forums  in  whidi,  HCFA,  Network  and  Stale 
officials  can  discuss  ways  to  partner  to  ensure  the  sharing  of  information  and  promote  qualify  care 
for  ESRD  patients. 

GAO  Recommendation  3 

Evmh»»te  tti  p^o^ct  for  nihig  rltnlr«l  outgomt  d«t«  to  idtct  fadlMei  far  oit-»itg  review  before 
It  uses  such  data  m  «  kev  factor  In  the  selection  proceti.  A  >ri«l  t-nmponent  of  the  ev«ln«rioB 
ifaouJd  be  »  dftf rmhi«rinn  nf  th>  eitent  to  which  the  d«U  are  luffldent  to  pretUct  whieh 
fwdlitiei  have  a  higher  UkeUhood  of  not  gomplving  with  Medicare'i  conditloni  of  partjcipation. 

We  concur  with  the  reconunendation  and  note  that  this  process  is  already  underway.  HCFA  is 
currently  managing  an  ESRD  fadlify-specific  data  project  under  contract  with  the  Colorado 
Foundation  for  Moiical  Care.  That  project  is  being  pilot  tested  in  7  States  (i.e.,  Alabama,  Georgia, 
Massachusetts,  Montana,  North  Carolina,  North  Dakota,  and  Oklahoma).  This  HCFA  project  will 
have  both  a  quantitative  and  qualitative  evaluation  component 

HCFA  is  interested  in  the  relatioflships  and  predictive  value  of  facility-based  data  profiles.  Of 
particular  interest  is  the  relationship  of  surveyor  results  with  mortalify  rates  and  practice  patterns  at 
the  facilify  level.  Based  on  recent  data  fitjm  Texas,  the  Universify  of  Michigan  showed  that 
mortality  is  strongly  related  to  both  dose  of  dialysis  and  to  hematocrit  levels.  The  same  data  showed 
a  strong  relationship  of  State  surveyor  results  with  mortalify  and  practice  patterns. 

Mortalify  has  been  shown  to  be  associated  wiA  several  fadlify-level  practice  pattens,  including  <bt 
dose  of  dialysis  (both  KtA'  and  URR).  The  earliest  report  was  a  United  States  Renal  Data  System 
(USRDS)  abstract  at  the  American  Sociefy  of  Nephrology  (ASH)  Annual  Meeting  in  1995. 
McClellan  ( 1 996)  reported  similar  results  in  a  regional  study.  The  Universify  of  Michigan  completed 
analyses  of  HCFA's  URR  and  mortality  data,  ^wing  that  the  relationship  of  higher  dose  to  lower 
mortalify  is  still  important  at  the  fKilify  level.  These  reports  fit  well  with  the  other  sources,  such 
as  the  Dialysis  Outcomes  Qualify  Initiative  (DOQI)  guidelines  and  die  recommendations  of  the 
HCFA  ESRD  Clinical  Performance  Measures  Project  The  Universify  of  Midiigan  has  used 
information  in  the  facilify-specific  reports  to  quantify  for  clinicians  how  many  deaths  at  dieir 
facilities  are  attributable  to  low  dialysis  dose. 
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HCFA  recognizes  that  mortality  statistics  exhibit  substantial  random  variation,  especially  for  small 
facilities.  Despite  this  random  variation,  the  University  of  Michigan  has  evaluated  a  classification 
rule  for  identification  of  "high  mortality"  fecilities  defined  as  having  a  statistically  significant 
elevation  of  mortality  risk  by  more  than  20  percent  above  the  national  norms.  Calculations  show  that 
this  classification  scheme  has  error  rates  of  about  10  percent  (90  percent  accuracy)  for  the  mix  of 
&:ility  sizes  in  the  United  States,  with  lower  error  rates  for  luger  facilities.  Both  &lse  positives 
and  false  negative  rates  are  at  about  the  10  percent  level. 

Furthermore,  the  HCFA  project  to  use  data  reports  will  be  only  one  of  several  diagnostic  tools  to 
determine  which  facilities  to  survey.  Other  tools  will  include  complaints,  past  inspection  behavior, 
diange  of  ownership,  and  Network  information. 
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EXEC  U 1"  I  y  E    SUM  M  A  R  ^ 


PURPOSE 

To  describe  two  promising  approaches  to  hold  dialysis  facihties  more  fully  accountable 
for  their  quahty  of  care. 


BACKGROUND 

Importance  of  External  Quality  Review 

Case  files,  performance  data,  and  marketplace  realities  underscore  the  importance  of 
external  quahty  review  for  dialysis  facilities.  Case  files  reveal  numerous  instances  of 
poor  care.  In  one  instance  we  found  that  a  patient  received  a  drug  overdose  that  resulted 
in  prolonged  bleeding  and  subsequent  hospitalization.  Performance  data  collected  fi-om 
dialysis  facihties  reveal  that  a  substantial  portion  of  patients  do  not  achieve  the  outcomes 
recommended  by  chnical  practice  guidelines.  Similarly,  scientific  studies  suggest 
widespread  variations  in  the  quahty  of  care  patients  receive.  Of  particular  note  is  one  that 
revealed  higher  mortahty  rates  at  facihties  providing  lower  doses  of  dialysis.  Finally, 
marketplace  pressiires  triggered  by  growth,  consolidation,  competition,  and  concerns 
about  cost  have  caused  service  disruptions  that  can  and  hav.e  jeopardized  patient  care. 

External  Review  Bodies 

The  Health  Care  Financing  Administration  (HCFA)  rehes  upon  two  major  entities  to 
conduct  such  external  reviews:  the  End-Stage  Renal  Disease  (ESRD)  Netwrks 
established  under  the  Social  Security  Act  and  the  State  survey  agencies.  HCFA  contracts 
with  the  1 8  Network  organizations,  which  are  governed  primarily  by  renal  professionals 
associated  with  facilities  in  the  Network's  region,  to  perform  multiple  functions,  mostiy 
oriented  around  collegial  efforts  to  promote  improvements  in  the  quality  of  care,  and  to 
respond  to  complaints  lodged  by  patients,  facihty  staff,  or  others.  HCFA  funds  the  State 
agencies,  typically  within  departments  of  pubUc  health,  to  perform  a  more  regulatory 
role:  to  conduct  on-site  Medicare  certification  surveys  of  facihties  and  to  investigate 
complaints,  both  in  accordance  with  Medicare  Conditions  for  Coverage  for  dialysis 
facihties. 

Our  Companion  Report 

In  our  companion  report,  External  Quality  Review  of  Dialysis  Facilities:  A  Call  for 
Greater  Accountability,  we  identified  major  shortcomings  in  the  external  quahty  review 
system  upon  which  HCFA  relies.  We  indicated  that  it  v.  as  overly  collegial  in  nature,  that 
it  reflected  little  collaboration  between  the  Networks  and  the  State  agencies,  and  that  in 
many  respects  it  lacked  accountability.  One  of  our  major  recommendations  to  HCFA  was 


Eiternal  Review:  Two  Promising  Approaches 


1 


OEl-01-99-00051 


296 


to  hold  dialysis  facilities  more  fully  accountable  for  the  quality  of  care  they  provide.  We 
elaborated  on  steps  that  could  be  taken  toward  that  end  by  (1)  revising  the  Medicare 
Conditions  for  Coverage,  (2)  using  facility-specific  performance  measures  both  to  help 
facilities  improve  the  quality  of  care  and  to  ensure  that  they  meet  minimum  standards, 
(3)  enhancing  the  role  of  Medicare  certification  surveys  conducted  by  the  State  agencies, 
and  (4)  facilitating  the  development  of  publicly  accoimtable  mechanisms  for  identifying 
medical  injuries. 

This  Report 

During  the  course  of  our  inquiry  into  the  external  review  system,  we  learned  of  two 
initiatives  that  are  particularly  instructive  to  how  faciUties  can  be  held  more  fully 
accountable.  One  was  a  State-initiated  effort  intended  to  revitalize  the  on-site  survey 
process  through  issuing  tougher  standards,  conducting  more  jfrequent  surveys,  and 
developing  close  collaboration  between  the  State  survey  agency  and  the  Network.  The 
other  was  a  Network-initiated  effort  to  develop  facility-specific  performance  measures 
and  to  apply  them  in  ways  that  both  foster  improvement  for  all  faciUties  and  target 
corrective  interventions  for  poorly  performing  facilities.  Because  these  initiatives  are  so 
pertinent  to  our  recommendations,  we  devote  this  report  to  describing  them. 


INITIATIVES 

Initiative  1.  Collaborative  enforcement  of  more  stringent  State  standards. 

In  1995,  in  the  aftermath  of  an  outbreak  of  hepatitis  B  in  a  Houston  dialysis  facility,  the 
Texas  legislature  passed  a  law  calling  for  the  hcensure  of  all  dialysis  facilities  in  the 
State.  This  m  itself  was  a  step  that  many  States  had  previously  taken.  What 
distinguished  the  Texas  action  was  that  it  involved  developing  more  rigorous  standards, 
close  collaboration  of  the  Texas  Network  and  the  State  survey  agency,  and  additional 
State  fimding. 

Additional  minimum  standards.  The  Texas  Department  of  Health  (the  State  survey 
agency),  with  input  firom  the  Texas  Network's  medical  reyiew  board,  established 
minimum  standards  for  faciUties  that  exceed  the  Medicare  Conditions  for  Coverage.  The 
standards  call  for  facilities  to  report  adverse  events,  maintain  minimum  staffing  ratios, 
and  provide  formal  training  to  all  technicians. 

Required  reporting  on  a  set  of  performance  measures.  Texas  licensure  law  requires 
facilities  to  report  annually  on  a  set  of  clinical  performance  measures.  The  Network  and 
the  State  agency  both  review  the  performance  measures. 

More  frequent  on-site  surveys.  In  the  first  year  of  operation  (1996/97),  the  State 
surveyed  all  237  dialysis  facilities  in  the  State.  In  each  of  the  subsequent  two  years,  it  has 
surveyed  about  one-half  of  all  facilities.  By  contrast,  only  about  17  percent  of  dialysis 
facilities  in  the  country  received  a  Medicare  survey  in  1998. 


External  Review:  Two  Promising  Approaches 


2 


OEI-OI-99-00051 


297 


Ongoing  and  pervasive  Network-State  agency  collaboration.  The  Network  medical 
review  board  serves  as  a  source  of  clinical  expertise  that  contributes  to  the  State  agency's 
enforcement  efforts.  It  advises  on  how  the  State  should  address  problems  concerning 
clinical  outcomes  that  the  surveyors  come  across  during  their  site  visits.  It  helps  monitor 
facilities  put  on  corrective  action  plans  by  the  State. 

Initiative  2.  Use  of  facility-specific  performance  measures 

The  Renal  Network,  covering  Indiana,  Kentucky,  Ohio,  and  Illinois,  uses  facility-specific 
performance  data  in  a  balanced  fashion:  to  foster  improvements  in  the  overall  level  of 
care  as  well  as  to  identify  poor  performers  for  further  review.  This  Network,  which  has 
the  largest  number  of  patients  of  the  18  Networks,  conducts  this  initiative  without 
additional  Federal  funds. 

Electronic  data  system.  The  Network  developed  software  to  track  patients  and  their 
care.  FaciUties  iise  the  software  to  submit  data  electronically  to  the  Network  on  multiple 
cUnical  performance  measures,  throughout  the  year  on  all  dialysis  patients. 

FacUity-specific  and  physician-specific  report  cards.  The  Network  disseminates 
confidential,  facility-specific  performance  reports  three  times  a  year  to  all  facilities  in  its 
region.  The  report  compares  the  performance  of  an  individual  facility  to  its  own  past 
performance  as  well  as  to  its  peers.  The  Network  also  disseminates  confidential 
physician-specific  reports  three  times  a  year  to  all  physicians,  which  compares  their 
performance  to  their  peers. 

Targeted  interventions  of  poor  performers.  The  Network  analyzes  the  facility-specific 
performance  data  to  identify  particular  facilities  as  well  as  corporate  entities  in  need  of 
interventions. 


CONCLUSION 

Better  collaboration  between  State  survey  agencies  and  Networks  and  better  use  of 
facihty-specific  performance  measures  are  two  important  paths  to  improve  the  oversight 
of  dialysis  facilities.  These  two  initiatives  demonstrate  what  can  be  accomplished  given 
innovative  leadership  and  adequate  resources.  In  both  cases,  the  Networks  play  central 
roles  promoting  continuous  quality  improvement  and  enforcing  minimum  standards  of 
care.  Although  we  did  not  evaluate  the  results  achieved  by  each,  we  find  both  initiatives 
to  be  promising  enough  in  their  conception  and  early  implementation  to  warrant  careful 
consideration  by  other  Netv,'orks  and  States,  and  by  HCFA,  as  it  seeks  to  develop 
effective  mechanisms  for  holding  facilities  more  fully  accountable  for  the  quality  of  care 
they  provide. 
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COMMENTS 

Within  the  Department  of  Health  and  Human  Services,  we  received  comments  from 
HCFA.  We  also  solicited  and  received  comments  from  the  following  external  parties:  the 
Forum  of  End  Stage  Renal  Disease  Networks,  the  Association  of  Health  FaciHty  Survey 
Agencies,  and  the  American  Association  of  Kidney  Patients.  We  include  the  detailed  text 
of  all  these  comments  and  our  responses  to  them  in  the  our  report.  External  Quality 
Review  of  Dialysis  Facilities:  A  Call  for  Greater  Accountability  (OEI-0 1  -99-00050). 


External  Review:  Two  Promising  Approacties 


4 


OEI-Ol-99-00051 


299 


TABLE    OF    CONTE N  T  S 


EXECUTIVE  SUMMARY  

INTRODUCTION  

PRIMER  ON  DIALYSIS  . .  r  

INITIATIVES 

Collaborative  enforcement  of  more  stringent  State  standards. 

Use  of  facility-specific  performance  measures  ;  

CONCLUSION  

APPENDICES 

Appendix  A:  Facility-specific  report   

Appendix  B:  Physician- specific  report  

Appendix  C:  Endnotes   


External  Keview.  Two  Promising  Approaches 


5 


OEI-0 1-99-0005 


300 


INTRODUCTION 


PURPOSE 

To  describe  two  promising  approaches  to  hold  dialysis  faciUties  more  fUlly  accountable 
for  their  quality  of  care. 


BACKGROUND 

Importance  of  External  Quality  Review 

About  3,200  dialysis  faciUties  provide  ongoing,,  life-sustaining  dialysis  treatments  to 
about  230,000  patients.  Many  of  these  patients  are  suffering  from  other  compUcated 
diseases  such  as  diabetes  and  hypertension,  and  nearly  all  of  them  are  Medicare 
beneficiaries.  To  foster  improved  care  and  minimize  risks  to  patients,  dialysis  faciUties 
conduct  their  own  internal  monitoring  efforts.  External  review  provides  a  vital  additional 
safeguard. 

Case  files,  performance  data,  and  marketplace  reaUties  xmderscore  the  importance  of 
external  review.  Case  files  reveal  numerous  instances  of  poor  care.  In  one  instance  we 
found  that  a  patient  received  a  drug  overdose  that  resulted  in  prolonged  bleeding  and 
subsequent  hospitalization.  Performance  data  collected  from  dialysis  facilities  reveal  that 
a  substantial  portion  of  patients  do  not  achieve  the  outcomes  recommended  by  clinical 
practice  guidelines.  Similarly,  scientific  studies  suggest  widespread  variations  in  the 
quahty  of  care  patients  receive.  Of  particular  note  is  one  that  revealed  higher  mortality 
rates  at  facilities  providing  lower  doses  of  dialysis.  Finally,  marketplace  pressures 
triggered  by  growth,  consolidation,  competition,  and  concerns  about  cost  have  caused 
service  disruptions  that  can  and  have  jeopardized  patient  care.  (See  our  companion 
report,  External  Quality  Review  of  Dialysis  Facilities:  A  Call  for  Greater  Accountability.) 

HCFA's  Oversight  through  Networks  and  State  survey  agencies 

The  Health  Care  Financing  Adminisfration  (HCFA)  is  responsible  for  ensuring  that  all 
beneficiaries  who  undergo  dialysis  treatment  receive  proper  care  in  dialysis  facilities. 
HCFA  conti-acts  with  two  groups,  the  End-Stage  Renal  Disease  (ESRD)  Networks'  and 
the  State  survey  agencies,  to  oversee  the  quahty  of  care  that  dialysis  faciUties  provide. 
HCFA  requires  the  1 8  regional  Networks  to  collect  data  from  faciUties,  conduct  annual 
quality  improvement  projects,  and  evaluate  and  resolve  complaints.  HCFA  confracts 
with  the  State  agencies,  typically  within  departments  of  public  health,  to  conduct  on-site 
Medicare  certification  surveys  of  facilities  and  to  investigate  complaints,  both  in 
accordance  with  Medicare  Conditions  for  Coverage  for  dialysis  facilities. 
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Medicare  Coverage  of  ESRD 

In  1972,  Medicare  began  providing  coverage  to  individuals  with  ESRD,  or  permanent 
kidney  failure,  making  it  the  only  entitlement  criteria  for  Medicare  based  solely  on  a 
disease  category.^  Medicare  covers  all  treatment  methods  for  patients:  hemodialysis, 
peritoneal  dialysis,  and  renal  transplants.  Patients  receiving  hemodialysis,  the  most 
common  method,  typically  receive  treatment  in  outpatient  facilities  three  times  a  week. 
Peritoneal  patients  typically  perform  daily  treatments  at  home  and  rely  on  outpatient 
facihties  for  ongoing  support.  (See  Primer  on  Dialysis.) 

Our  Inquiry 

In  our  companion  report.  External  Quality  Review  of  Dialysis  Facilities:  A  Call  for 
Greater  Accountability,  we  identified  major  shortcomings  in  the  external  quahty  review 
system  that  HCFA  reUes  upon.  We  indicated  that  it  was  overly  coUegial  in  nature,  that  it 
reflected  httle  collaboration  between  the  Networks  and  the  State  agencies,  and  that  in 
many  respects  it  lacked  accountabihty.  One  of  our  major  recommendations  to  HCFA  was 
to  hold  dialysis  facihties  more  fully  accoimtable  for  the  quahty  of  care  they  provide.  We 
elaborated  on  steps  that  could  be  taken  toward  that  end  by  (1)  revising  the  Medicare 
Conditions  for  Coverage,  (2)  using  facility-specific  performance  measures  both  to  help 
facihties  improve  the  quality  of  care  and  to  ensure  that  they  meet  minimum  standards,  (3) 
enhancing  the  role  of  Medicare  certification  survey  conducted  by  the  State  agencies,  and 
(4)  facihtating  the  development  of  pubhcly  accountable  mechanisms  for  identifying 
medical  injuries. 

During  the  course  of  our  inquiry  into  the  external  review  system,  we  learned  of  two 
initiatives  that  are  particularly  instructive  to  how  facihties  can  be  held  more  fiilly 
accountable.  One  was  a  State-initiated  effort  intended  to  revitalize  the  on-site  survey 
process  through  issuing  tougher  standards,  conducting  more  fi-equent  surveys,  and 
developing  close  collaboration  between  the  State  survey  agency  and  the  Network.  The 
other  was  a  Network-initiated  effort  to  develop  facility-specific  performance  measures 
and  to  apply  them  in  ways  that  both  foster  improvement  for  all  facilities  and  target 
corrective  interventions  for  poorly  performing  facihties.  Because  these  initiatives  are  so 
pertinent  to  our  recommendations,  we  devote  this  report  to  explain  them  further. 

The  promising  approaches  presented  here  appear  to  have  wider  applicability,  although  we 
recognize  that  what  works  well  in  one  part  of  the  country  may  not  necessarily  work  well 
elsewhere.  We  also  recognize  that  our  highhghting  of  ^hese  two  approaches  does  not 
necessarily  mean  that  other  important  initiatives  are  not  taking  place.  In  fact,  in  our 
companion  report  we  reference  a  number  of  such  initiatives. 
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Our  understanding  of  the  two  promising  approaches  addressed  in  this  report  draws  on  site 
visits,  interviews  with  State  surveyors,  Network  staff,  HCFA  personnel,  and  renal 
professionals,  and  a  review  of  relevant  documents. 

We  conducted  this  study  in  accordance  with  the  Quality  Standards  for  Inspections  issued 
by  the  President's  Council  on  Integrity  and  Efficiency. 


•  V 
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PRIMER  ON  DIALYSIS 


TYPES  OF  TREATMENT 

Dialysis  is  the  process  of  removing  toxins  from  the  body  by  diffusion  across  a  semipermeable  membrane,  thereby 
compensating  for  kidney  failure.  There  are  two  types  of  dialysis: 

Hemodialysis.  Removal  of  toxins  direcdy  from  the  patient's  blood  stream,  requiring  direct  access  to  the 
bloodstream.  The  patient's  blood  is  cycled  through  an  artificial  kidney,  an  extemal  machine,  that  removes 
the  toxins  and  excess  fluids  from  the  blood.  The  artificial  kidney  machine  uses  a  semipermeable 
membrane,  called  a  hemodialyzer,  to  filter  out  the  toxins  from  the  blood. 

Peritoneal  dialysis.  Utilizes  the  patient's  natural  peritoneal  membrane,  located  in  the  abdominal  cavity,  to 
remove  toxins  and  excess  fluids. 

COMMONLY  USED  PERFORMANCE  MEASURES 

Adequacy.  Refers  to  the  amount  of  toxins,  such  as  urea  and  creatinine,  removed  from  the  body  during  dialysis. 

►  Urea  reduction  ratio  (URR)  and  KtA^.  Two  measures  used  to  measure  adequacy  in  hemodialysis  patients 
based  on  the  removal  of  urea.  The  URR  is  a  function  of  the  amount  of  urea  removed  during  dialysis,  as 
determined  by  the  pre-  and  post-dialysis  blood  urea  nitrogen  levels.  The  Kt/V  is  a  function  of  the  amount  of 
urea  removed  multiplied  by  the  time  on  dialysis,  divided  by  the  volume  of  urea  distribution,  or  approximately 
the  amount  of  water  in  the  body.  The  National  Kidney  Foundation's  Dialysis  Outcomes  Quality  Initiative 
(DOQI)  practice  guidelines  recommend  a  Kt/V  of  at  least  1.2,  or  an  average  URR  of  at  least  65  percent  for  the 
minimum  delivered  dose  of  hemodialysis. 

►  Creatinine  clearance  and  KtA^^u^^^.  Two  measures  used  to  measure  adeqiiacy  in  peritoneal  patients.  Creatine 
clearance  measures  the  removal  of  creatine  and  Kt/V^^^  measures  the  removal  of  lu-ea.  DOQI  recommends  a 
weekly  dose  of  continuous  ambulatory  peritoneal  dialysis  of  at  least  2.0  per  week  and  a  creatine  clearance  of  at 
least  eOUweek/l. 73  m". 

Anemia  management.  Anemia,  or  inadequate  red  blood  cells,  is  a  common  concern  among  dialysis  patients. 

►  Hematocrit  and  hemoglobin.  Two  measures  of  the  severity  of  anemia.  Hematocrit  measures  the  ratio  of  red 
blood  cells  to  the  plasma  volume,  and  hemoglobin  measiffes  the  amount  of  a  specific  protein  in  red  blood  cells 
that  carries  oxygen.  DOQI  recommends  a  target  range  of  33  percent  to  36  percent  for  hematocrit  and  between 
1 1  g/dL  to  12  g/dL  for  hemoglobin. 

►  Ferritin  level  and  transferrin  saturation  (TSAT).  Two  measures  used  to  monitor  the  level  of  iron.  Ferritin  is 
a  measure  of  the  level  of  iron  stored  within  the  body  and  TSAT  is  a  measure  of  iron  immediately  available  to 
produce  red  blood  cells.  DOQI  recommends  a  ferritin  level  of  ^  100  ng/mL  and  a  TSAT  2  20  percent. 

Vascular  access.  The  point  of  direct  access  to  the  blood  streani  for  hemodialysis.  There  are  three  types: 

►  Catheter.  A  tube  is  placed  in  a  blood  vessel,  primarily  used  for  temporary  access  to  the  blood  stream. 

►  Native  arteriovenous  fistula.  A  patient's  own  artery  and  vein  are  joined  surgically  to  allow  arterial  blood  to 
flow  through  a  vein,  usually  placed  in  the  forearm  and  takes  several  weeks  to  mature.  DOQI  guidelines 
recommend  that  primary  fistulas  be  placed  in  at  least  50  percent  of  new  patients. 

►  Synthetic  arteriovenous  graft.  A  synthetic  blood  vessel  is  used  to  surgically  join  the  patient's  artery  and  vein, 
usually  placed  in  the  forearm  and  takes  several  weeks  to  mature. 

Nutrition.  Inadequate  nutrition  is  a  common  concern  among  dialysis  patients. 

►  Serum  albumin  level.  A  measure  of  the  level  of  proteins  in  the  blood. 
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Initiative  1.  Collaborative  enforcement  of  more  stringent  State 

standards. 

Through  its  licensure  program,  the  Texas  Department  of  Health  has  increased  its 
regulatory  presence  by  requiring  facilities  to  meet  standards  that  exceed  Medicare's  and 
by  enforcing  them  through  frequent  on-site  surveys.  Tne  program  has  also  established  a 
formal  working  relationship  between  the  Department  (the  State  siurey  agency)  and  the 
End-Stage  Renal  Network  of  Texas,  Inc.  (Network  #14).  This  collaboration  is  facilitated 
in  part  by  the  fact  that  the  Network  covers  only  the  State  of  Texas,  whereas  most  other 
Networks  cover  several  States. 

History  of  the  Texas  licensure  program 

The  Texas  initiative  to  Ucense  dialysis  facihties  grew  out  of  concerns  for  patient  safety 
precipitated  by  several  well-  publicized  events.  In  1994,  14  patients  contracted  hepatitis 
B  in  a  Houston  dialysis  faciUty  that  failed  to  take  the  appropriate  precautions  to  prevent 
the  spread  of  infectious  diseases.  As  a  result,  the  city  of  Houston's  Health  Department 
alerted  the  State  agency.  Upon  its  investigation,  the  State  found  the  faciUty  out  of 
compliance  with  several  Medicare  Conditions  for  Coverage  related  to  infection  control 
and  it  placed  the  facility  on  a  23-day  Medicare  termination'track.  Shortly  thereafter 
another  complaint  investigation  at  the  same  facility  identified  continuing  problems  with 
infection  control  and  the  facility  was  placed  on  a  second  23-day  termination  track.  The 
facility  received  no  monetary  or  administrative  penalty  such  as  exclusion  from  the 
Medicare  program  for  the  harm  it  caused  patients.  The  lack  of  any  substantiative 
corrective  action  led  concerns  about  the  ability  of  the  Federal  oversight  system  to  protect 
patients  from  harm  in  dialysis  facilities. 

Thus,  the  State  legislature  in  1995  enacted  a  law  requiring  all  dialysis  facilities  to  be 
licensed  in  order  to  operate  in  the  State.^  The  legislation  established  a  formal  relationship 
between  the  Department  of  Health  and  the  Network's  medical  review  board,  which 
comprises  local  renal  professionals  with  clinical  expertise  as  well  as  patient 
representatives." 

The  State  legislature  established  licensing  fees  for  250  dialysis  facilities  in  the  State. 
Facihties  pay  an  initial  Hcensing  fee  of  $2,000  and  an  annual  licensing  fee  that  ranges 
from  $1,500  -  $2,500  depending  on  the  number  of  dialysis  freatments  at  the  faciUty. 
Licensure  fees  are  not  directly  funneled  to  the  program.  Fees  go  into  the  State  general 
fund  and  program  ftmding  is  appropriated  every  two  years.  Recently,  due  to  budget  cuts 
to  the  Department  of  Health  as  a  whole,  the  future  operations  of  the  program  may  be 
reduced.' 
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Texas  standards  for  dialysis  facilities 


The  Texas  Department  of  Health,  with  input  from  the  Network's  medical  review  board 
and  the  renal  community,  developed  and  implemented  minimum  standards  for  dialysis 
facihties.  The  Ucensiire  standards  are  similar  to  the  Medicare  Conditions  for  Coverage 
but  also  include  additional  standards.  One  of  the  more  significant  standards  under  Texas 
hcensure  is  the  reqtiirement  for  facihties  to  conduct  their  own  internal  quaUty  assxirance 
programs  led  by  the  facihty's  governing  body.  This  program  must  include  data  analysis 
and  implementation  oftheir  own  improvement  plans.  Other  Texas  standards  that  exceed 
Medicare  Conditions  include  annual  reporting  on  a  set  of  standardized  performance 
measures,  required  staffing  ratios,  required  training  of  technicians,  and  specific 
requirements  for  water  treatment. 


Another  important 
licensure  standard  is  the 
requirement  to  report 
adverse  events. 
Facilities  must  report  all 
events  involving  a 
patient  death  or 
hospitalization, 
conversions  of  staff  or 
patients  to  hepatitis  B+ 
status,  fire,  or  a  natural 
disaster.  These  reports 
must  be  submitted 
within  1 0  working  days 
to  the  Departn.ent  of 
Health.  The  State 

surveyors  review  the  reports  and,  if  warranted,  conduct  a  survey.  Since  the  program 
began,  the  greatest  majority  of  adverse  events  reported  have  been  those  iavolving  a 
hospitalization.  (See  table  1 .) 


Table  1.  Dialysis  Facility  Accident  Reports 

Occurrence 

1996-1997 

1997-1998 

1998-1999* 

Death 

32 

28 

6 

Hospitalization 

275 

565 

543 

Conversions  to 
hepatitis  B+ 

10  patients 

6  patients 
1  staff* 

14  patients 

Fire 

1 

1 

3 

•As  of  June  18,  1999 

Staff  found  to  be  hepatitis  B+  at  hire 
Source:  1999  ESRD  Facility  Annual  Report,  Texas  Department  of  Health 

Network-State  collaboration  around  on-site  surveys 


The  Department  of  Health  enforces  its  minimum  standards  for  dialysis  facilities  primarily 
through  unannounced  on-site  surveys.  With  its  additional  funds  from  licensure  fees, 
Texas  is  able  to  conduct  surveys  more  frequently  than  the  national  average.  In  the  fu-st 
year  of  the  program,  the  State  surveyed  all  of  its  approximately  250  facilities. 
Subsequently,  the  State  has  surveyed  about  half  of  all  facilities  armually.^  By  contrast  in 
1998,  only  17  percent  of  existing  facilities  nationwide  received  a  Medicare  survey.  (See 
our  companion  study  entitled  External  Quality  Review  of  Dialysis  Facilities:  A  Call  for 
Greater  Accountability.)  Also  due  to  additional  ftmds,  Texas  has  been  able  to  maintain 
surveyors  that  specicHze  in  surveying  dialysis  facilities. 
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A  unique  aspect  of  the  Texas  survey  process  is  the  involvement  of  the  Network's  medical 
review  board.  When  a  surveyor  identifies  a  facility  problem  that  is  related  or  potentially 
related  to  negative  patient 
outcomes,  it  refers  the 
facility  to  the  medical 
review  board  for  review. 
The  medical  review  board 
reviews  a  short,  blinded 
narrative  prepared  by  the 
surveyor  indicating  the 
reason  for  the  referral, 
comparative  data  on  the 
facility's  performance,  and 
the  facility's  history.  Based 
on  its  review,  the  medical 
review  board  makes 
recommendations  to  the 
State  for  the  appropriate 
corrective  action  plan  the 
State  should  impose.  The  State  made  33  referrals  to  the  Network  in  the  first  year  of  the 
program,  1 1  in  the  second  year,  and  21  in  the  third  year.  (See  figure  1.) 

The  State  usually  agrees  with  the  Network's  recommendations  and  informs  the  facility  of 
the  corrective  action(s)  the  State  is  requiring  the  facility  to-take.''  The  State  can  require  a 
facility  to  develop  and  implement  one  of  three  levels  of  corrective  action  plans.  A  level 
one  corrective  action  plan  involves  little  monitoring  by  the  State  and  none  by  the 
Network.  Level  two  and  level  three  plans  involve  more  monitoring  that  can  include  the 
appointment  of  an  on-site  monitor  or  manager,  subject  to  the  approval  of  the  State  and  the 
medical  review  board.  In  addition,  the  State  can  take  enforcement  actions  against  a 
facility  that  range  fi-om  fines  to  revoking  licenses. 

Once  the  State  requires  a  facility  to  develop  and  implement  a  corrective  action  plan,  the 
medical  review  board  continues  to  play  an  important  role.  The  medical  review  board,  at 
the  request  of  the  facilit>',  can  provide  important  technical  assistance  on  corrective  action 
plans.  For  more  serious  problems  the  medical  review  board  and  the  State  jointly  monitor 
the  facility  for  up  to  6  months.  During  this  time,  the  medical  review  board  and  the  State 
review  key  facility  documents,  including  policies,  educational  programs  for  staff,  practice 
audits,  and  quality  improvement  meetings. 

If  the  State  requires  the  facility  to  appoint  a  monitor,  the  medical  review  board  and  the 
State  receive  regular  updates  directly  fi-om  him  or  her.  When  the  medical  review  board 
determines  that  the  facility  has  made  sufficient  progress  towards  correcting  the  problem, 
it  recommends  to  the  State  that  the  facility  be  released  fi-om  its  monitoring  requirements. 
The  medical  review  board  can  also  recommends  follow-up  surveys.  The  State  reviews 
the  medical  review  board's  recommendation  and  makes  the  final  decision. 


■  '-  

Figure  1.  Examples  of  survey  deficiencies  that  led  the  State 
to  refer  a  facility  to  the  Network's  medical  review  board. 

Facility  failure  to: 

►  assess  patient  status  before  beginning  treatment 
»■  train  and  supervise  dialysis  technicians 

►■  monitor  patients  during  treatment 

►  provide  adequate  dialysis 

►  provide  effective  treatment  of  anemia 
*  ensure  water  is  safe  for  dialysis 

>■  provide  a  sanitary  environment  for  dialysis 

►  provide  adequate  infection  control  practices 

►  provide  sufficient  qualified  staff 


External  Review:  Two  Promising  Approaches 


12 


OEI-Ol-99-00051 


307 


Additional  collaboration  sometimes  occurs  in  complaint  investigations  when  the  State 
finds  it  needs  some  additional  clinical  expertise.  The  State  may  consult  the  Network 
when  it  receives  a  complaint  that  requires  the  expertise  of  the  medical  re%"iew  board  such 
as  complaints  invohing  questionable  medical  practice  and  patient  beha\ior.  The  Stale 
surveyors  ma>'  consult  with  the  Network  staff  or  its  medical  re\iew  board  prior  to  going 
on-site  and  sometimes  incite  Network  staff  or  medical  re\iew  board  members  to  assist  on 
the  actual  sur%  ey  depending  on  the  complexiiN-  of  the  issue.  Once  the  sur%'eyors  perform 
a  complaint  survey,  the  process  is  similar  to  the  one  described  above  for  any  survey 
process.  In  addition,  the  Network  can  refer  complaints  to  the  State,  which  most  other 
Networks  routinely  do  as  well. 

The  renal  professionals  we  intervie^i^'ed  in  Texas  felt  that  an  increase  in  on-site  surveys 
and  the  collaboration  b€t*-een  the  State  and  the  Network  in  monitoring  facilities  has 
resulted  in  greater  accountabiUt>'  of  facilities.  Surveyors  and  renal  professionals  agreed 
&e  frequent  surveys  help  enforce  minimum  standards.  Surveyors  also  indicated  that  they 
now  have  greater  credibiHty  when  they  are  on-site  because  they  are  backed  by  the 
Network's  medical  re\iew  board  that  has  clinical  expertise.  As  a  result,  the  State 
surveyors  are  able  to  more  easily  cite  facilities  for  qualit>-  of  care  problems.  Facihty  staff 
also  reported  that  surveys  now  are  more  valuable  and  substantive  due  to  the  new 
standards. 

Network -State  collaboration  around  standardized  performance  measures 

Another  major  aspect  of  the  Texas  Ucensure  program  invok'es  the  sharing  of  standardized 
performance  measures  between  the  State  and  the  Netwoiic  —  a  practice  that  rarely  occurs 
in  other  States.  Beginning  in  1997,  the  State  contracted  with  the  Networic  to  collect  a 
core  set  of  performance  measures  on  a  sample  of  30  patients  at  each  faciht>'  from  the  last 
quarter  of  199€.  Under  its  contract  with  the  State,  the  Network  collects  data  on  the 
adequacy  of  dialysis  (urea  reduction  ratio  and  KtA"),  the  management  of  anemia 
(hematocrit  level),  and  the  rate  of  peritonitis  episodes  (a  bacterial  infection  that 
commonly  afflicts  patients  undergoing  peritoneal  dialysis).  The  Network  also  collects  on 
its  own  patient  demographic  information  and  mortality  data.  Facilities  report  the  data  to 
the  Network  either  by  filhng  out  paper  forms  or  by  saving  the  data  on  a  computer  diskette 
for  electronic  transmission.  Most  facihties  use  the  pa^er  method. 

The  Network  uses  the  data  it  collects  on  behalf  of  the  State  to  produce  annual 
facility-specific  reports  called  Quality  of  Care  Indicator  Reports.  These  reports  compare 
a  facility's  performance  to  itself  over  time  and  to  otl^er  facihties  in  the  State  on  each 
performance  measure  required  by  the  State.  In  addition,  national  comparative  data  and 
clinical  guidelines  are  included  where  available.  The  Network  uses  the  additional  data  it 
collects  on  its  own  to  produce  annual  facility-specific  reports  entitled.  Facility  Trends 
and  Profiles.  These  reports  compare  a  facihty 's  mortality  rate  and  patient  demographic 
to  other  facilities  in  the  State.  The  Network  disseminates  both  reports  to  the  individual 
frcilitiei  a:.d  to  the  Stare.  The  taciUt>-specific  reports  are  noi  released  to  the  public;  the 
data  are  protected  under  the  licensure  law.  However,  some  aggregate  information  is 
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available  to  the  public.  The  Network  also  uses  the  data  to  identify  future  quality 
improvement  activities. 

Surveyors  use  both  reports  as  they  conduct  surveys.  Prior  to  going  on  site,  surveyors 
review  a  facility's  reports  to  note  areas  that  warrant  fiirther  probing.  While  on  site, 
suTv^eyors  carefiiUy  walk  through  the  reports  with  the  head  nursing  staff  and  explain  how 
to  interpret  the  information.  Also,  surveyors  probe  areas  of  poor  performance.  If  a 
facihty  cannot  provide  an  adequate  explanation  for  its  poor  performance,  surveyors  will 
discuss  possible  improvement  activities.  Because  licensure  standards  require  facilities  to 
conduct  their  own  quality  assurance  program,  surveyors  will  cite  a  facility  if  they 
determine  that  the  facility  was  not  making  efforts  to  conduct  its  own  internal  monitoring 
of  tne  performance  measures  and  take  corrective  action  as  needed. 

Texas  licensure  also  requires  the  Network's  medical  review  board  to  review  the 
facility-specific  reports  annually  and  to  refer  poor  performers  to  the  State.  To  meet  this 
task,  the  medical  review  board  developed  criteria  to  identify  facilities  for  a  referral.  For 
1999,  the  medical  review  board  used  the  following  criteria:  (1)  any  two  indicators  that 
were  one  standard  deviation  below  the  State  mean,  (2)  any  one  indicator  that  was  two 
standard  deviations  below  the  State  mean,  or  (3)  any  statistically  significant,  high  3 -year 
aggregate  standard  mortaUty  rate.  Facilities  referred  by  the  Network  receive  a  high 
priority  for  a  survey.^  The  Network  referred  39  facilities  in  1999,  31  facilities  in  1998, 
and  47  facilities  in  1997. 

Network  staff  and  medical  review  board  members  stated  that  the  data  were  helpful  for 
their  quality  improvement  activities.  Without  a  licensure  law  requiring  facilities  to  report 
and  ensuring  confidentiality,  as  well  as  providing  additional  fimding,  the  Network  felt  it 
would  be  difficult  for  them  to  collect  and  analyze  facility-specific  data  of  this  scale. 
Facility  staff  we  spoke  with  found  the  facility-specific  report  helpful  for  internal  quality 
improvement  activities.  Facilities  also  reported  that  without  the  Network  data  many 
would  not  have  comparative  information  on  their  performance.  The  performance  data 
suggest  that  improvements  have  been  made.  The  percent  of  patients  receiving  adequate 
dialysis,  as  measured  by  a  urea  reduction  ratio  >65  percent,  has  increased  from  77.5 
percent  in  1996  to  84  percent  in  1997.' 
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Initiative  2.  Use  of  facility-specific  performance  measures. 

The  Renal  Network,  Inc.  collects  and  uses  facility-specific  performance  data  involving  all 
patients  at  all  facilities  in  its  region.  It  uses  these  data  in  a  balanced  fashion:  to  foster 
improvements  in  the  overall  level  of  care  as  well  as  to  identify  poor  performers  for  further 
review. 

The  Renal  Network  is  a  consolidation  of  two  Networks.  In  1996,  HCFA  awarded  the 
Tri-State  Renal  Netwoflc  (#9)  covering  the  State  of  Indiana,  Kentucky,  and  Ohio  the 
contract  for  Network  #10  covering  the  State  of  Illinois  to  become  The  Renal  Network, 
Inc.  (#9/10).  The  Network  covers  over  390  facilities  that  serve  an  estimated  28,000 
patients.  Based  on  the  number  of  patients  undergoing  treatment  in  the  Network,  it  is  the 
largest  of  the  18  Networks.  The  Network  has  not  received  additional  funds  from  HCFA 
to  perform  this  project.'" 

Collecting  performance  measures 

The  Network  collects  performance  measures  from  faciUties  on  all  their  patients.  The 
selected  performance  measxires  cover 
the  following  treatment  areas: 
adequacy  of  dialysis,  anemia 
management,  and  nutrition.  The 
Network  collects  the  measures  at 
various  times  throughout  the  year 
depending  on  the  measure  itself  and 
the  treatment  modality  of  the  patient. 
The  Network  also  routinely  collects 
and  updates  patient  demographic  and 
medical  history  information,  such  as  a 
patient's  physician,  type  of  vascular 
access,  progress  towards  a  transplant, 
and  mortality.  The  Network's 
patient-specific  data  provides  greater 
analytical  possibihties.  On  facihties 
themselves,  the  Network  collects  key 
descriptive  information  such  as 
location,  number  of  shifts,  chain 
affiUation,  and  names  of  key  personnel.  (See  figure  2.) 

To  facilitate  the  collection  of  performance  measures,  the  Network  developed,  and  has 
since  revised,  a  software  program  for  facilities  to  enter  and  electronically  submit  their 
data  to  the  Network  on  a  computer  diskette.  The  Network  downloads  the  data  from  the 
diskettes  into  its  own  database  for  analysis.  This  type  of  electronic  submission  greatly 
reduces  the  costs  and  errors  associated  with  data  entry  and  allov^  s  for  more  timely 


Figure  2.  Performance  Measures  Collected  by 
The  Renal  Network 

For  all  hemodialysis  patients  for  five  months  each 
year,  the  Network  collects:  urea  reduction  ratio, 
Kt/V,  hematocrit,  ferritin  levels,  transferrin 
saturation,  and  type  of  vascular  access,  serum 
albumin. 

For  all  peritoneal  patients  on  six  months  each  year, 
the  Network  collects:  KtA'^,  serum  creatinine, 
hemoglobin,  ferritin  levels,  transferrin  saturation, 
blood  pressure,  and  senmi  albumin. 

For  all  patients  the  Network  updates  monthly:  date  of 
birth,  sex,  race,  date  of  first  dialysis,  primary 
diagnosis,  co-morbidities,  insurer,  physician,  type  of 
dialysis,  transplant  status,  and  mortahty  data. 
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analysis.  The  data  are  only  about  three  months  old  when  the  Network  feeds  it  back  to 
facihties. 

Using  performance  measures  to  improve  the  quality  of  care 

Facility-specific  reports.  Since  1996,  the  Network  has  created  and  disseminated 
faciUty-specific  performance  reports  to  all  facilities.  Facilities  receive  their  own 
individual  Clinical  Performance  Measures  Feedback  Report  three  times  a  year.  (See 
appendix  A.)  The  Network's  report  is  similar  in  format  to  HCFA's  national  reports  on 
the  quality  of  care  in  dialysis  facihties.  However,  HCFA's  report  makes  comparisons  of 
performance  measures  at  the  Network  level  only  and  does  not  provide  any  information  on 
the  performance  of  individual  facihties."  In  contrast,  the  Network's  reports  compare  an 
individual  facihty  to  its  own  past  performance  and  to  other  facilities  in  its  region.  State, 
and  Network  on  each  performance  measure.'^  The  Clinical  Performance  Measures 
Feedback  Report  also  contains  the  number  of  patients,  mean,  and  standard  deviation  for 
each  measure.  In  addition,  the  report  contains  a  comparison  of  a  facihty' s  patient 
demographics  compared  to  the  region.  State,  and  Network  to  help  address  case  mix 
issues. 

The  faciUty's  administrator,  medical  director,  and  all  attending  physicians  receive  a  copy 
of  the  report.  The  Network  does  not  routinely  share  these  reports  with  the  State  survey 
agencies.  However,  some  State  surveyors  review  a  facility's  reports  when  on  site.  The 
Network  also  does  not  share  the  facihty-specific  reports  with  the  pubUc.  Instead,  it 
releases  reports  to  the  pubhc  presenting  aggregate  trends  at  the  State  and  Network  level. 

Since  1991,  the  Network  also  has  disseminated  the  Patient  Demographic  Report.  This 
annual  report  compares  a  facility's  patient  population  to  its  State  and  Network  and 
provides  an  analysis  of  faciUty-specific  mortahty  rates.  These  reports  also  are  not 
routinely  shared  with  the  State  and  are  not  disclosed  to  the  pubhc. 

The  Network's  data  suggest  that  the  percentage  of  hemodialysis  patients  with  adequate 
dialysis,  as  measured  by  a  urea  reduction  ratio  of  >65  percent,  has  increased  from  71 
percent  in  4*  quarter  1997  to  76  percent  in  4*  quarter  1998.  Network  data  also  suggest 
that  anemia  management  has  improved  as  measured  by  higher  patient  hematocrit  levels. 
The  percentage  of  hemodialysis  patients  with  a  hematocrit  >3 1  percent  has  increased 
from  72  to  79  percent  over  the  same  time  period.'^  The  nurses  and  technicians  we 
.   interviewed  indicated  that  the  facility-specific  reports  are  the  most  important  activity  the 
Network  performs.  Without  the  Network  data,  nurses  stated  they  would  have  no  idea 
how  their  facility's  performance  compared  to  others  in  the  area.  These  reports  were  a 
motivator  for  improvement,  according  to  these  nurses.  The  nurses  also  stated  that  the 
benefits  of  having  the  reports  outweighed  the  burden  on  the  facihty  to  report  the  data. 

Physician-specific  reports.  The  Renal  Network  is  the  only  Network  that  provides 
physician-specific  reports.  In  1997,  the  Network  created  a  Physician  Activity  Sheet,  that 
compares  the  performance  of  individual  physicians  to  their  peers  at  the  facility.  State,  and 
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Network  level  and  to  clinical  guidelines  on  the  performance  measures  collected  by  the 
Network.  (See  appendix  B.)  The  Network  disseminates  the  physician  reports  three  times 
a  year.  Only  individual  physicians  receive  their  report  imless  a  physician  group  requests 
to  have  an  aggregate  analysis  of  its  physicians.  Physicians  are  provided  the  opportunity 
to  verify  the  patients  assigned  to  them. 

The  Network's  analysis  suggests  that  physician-specific  reports  have  been  influential  in 
improving  the  quality  of  care.  A  recent  Network  survey  showed  that  55  percent  of 
physicians  use  die  reports  for  internal  quahty  improvement  activities  and  over  40  percent 
review  them  as  part  of  dialysis  faciUty  meetings  and/or  to  assess  their  overall  patient 
population.  Another  Network  analysis  showed  that  even  as  the  patient/physician  ratio  has 
increased  from  45.9  to  51.4  between  1997  and  1998,  physician  performance  has 
improved.  Between  1 997  and  1 998  the  percentage  of  patients  with  KtA^  ^  1 .2  increased 
from  77  percent  to  80  percent  and  the  percentage  of  patients  with  hematocrits  ^31 
increased  from  71  to  77.  The  Network  concluded  that  these  physician  report  cards  have 
helped  fostered  improvements  by  encouraging  physicians  to  better  follow  clinical 
guidelines."* 

IdentHying  topics  for  improvement  activities.  The  Network  also  conducts  additional 
analyses  of  the  performance  measures  to  identify  trends.  This  helps  the  Network  choose 
topic  areas  for  friture  improvement  activities  that  will  have  the  greatest  impact  on 
improving  quality.  The  Network  is  flexible  in  the  types  of  analyses  it  performs.  It  tries 
to  incorporate  suggestions  from  the  renal  community  as  well  as  address  timely  issues.  In 
the  past,  the  Network  has  conducted  special  analyses  looking  at  the  comparative 
performance  of  faciUties  located  in  metropolitan  regions  as  well  as  looking  at  the 
comparative  performance  of  facilities  after  new  patients  have  been  excluded. 

Using  performance  measures  to  Identify  poor  performers 

Facility  profiling  tool  to  identify  poor  performers.  In  order  to  help  identify  poor 
performers,  the  Network's  medical  review  board  is  developing  a  new  system  that  profiles 
facilities  based  on  their  performance  in  several  categories.  The  profiling  tool  uses  the 
following  categories:  complaints,  data  compliance,  mortality,  hospitalization,  the  use  of 
catheters,  facility-specific  core  indicators,  and  participation  in  Network  projects.  Each 
category  captiores  a  different  method  of  evaluating  the  quality  of  care  provided  at  the 
faciUty.  This  tool  is  based  on  the  notions  that  quahty  of  care  cannot  always  be  captured 
by  one  or  even  several  performance  measures,  and  a  facility  that  provides  poor  clinical 
care  is  probably  performing  poorly  on  administiative  duties  as  well,  which  are  easier  to 
measure. 

A  facility  receives  a  hit  for  poor  performance  or  non-compliance  in  each  of  the  categories 
based  on  the  criteria  determined  by  the  medical  review  board.  For  example,  if  a  facihty's 
urea  reduction  ratio  is  two  standard  deviations  below  the  Network  average,  it  would 
receive  one  hit.  Each  hit  is  multiplied  by  a  weight  that  is  attributed  based  on  its 
correlation  to  the  quality  of  care  in  the  facility.  For  instance,  a  hit  for  a  mortality  rate  is 
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multiplied  by  greater  weight  than  a  hit  for  data  compliance.  The  hit  multiplied  by  the 
weight  equals  the  number  of  points  the  facility  receives.  The  total  sum  of  a  facihty's 
points  determines  its  overall  score.  In  theory,  the  higher  the  score,  the  poorer  the 
performance  of  the  facility. 

The  Network  plots  the  final  scores  of  all  facilities  and  identifies  faciUties  in  the  highest 
decile.  The  Network  performs  a  pattern  analysis  on  the  highest  tenth  decile  to  determine 
any  common  factors  that  might  help  in  conducting  interventions,  such  as  whether  they  are 
all  in  the  same  metropoUtan  area.  Once  this  analysis  is  complete,  the  Board  determines 
how  to  proceed  with  the  poor  performers.  Interventions  are  specific  to  the  problems  and 
facilities  involved  and  can  range  fi-om  off-site  assistance  to  on-site  focused  reviews. 

The  Network  recently  intervened  with  a  faciUty  identified  through  this  profiling  system. 
In  this  instance,  the  Network  convened  an  interdisciphnary  team  to  conduct  a  formal  site 
visit  of  the  facility  using  a  protocol  developed  by  the  Network.  Prior  to  going  on  site,  the 
group  reviewed  a  sample  of  patient  medical  records.  While  on  site,  the  team  conducted 
interviews  of  the  nursing  and  technical  staff,  the  facility  administrator,  the  medical 
director,  and  several  patients.  Based  on  its  findings,  the  Network  required  the  facility  to 
develop  and  implement  an  improvement  plan,  subject  to  the  medical  review  board's 
approval,  and  to  submit  monthly  documentation  of  its  progress.  Since  that  time,  the 
Network  has  been  on  site  to  help  the  facility  implement  its  plan  and  has  seen  signs  of 
improvement.  The  team  plans  to  revisit  the  facihty  six  months  after  its  initial  site  visit  to 
verify  its  progress. 

Comparative  analysis  to  identify  a  corporate  chain  for  intervention.  Another  method 
the  Network  uses  to  identify  poor  performer  is  comparative  analyses.  The  Network 
reviews  the  comparative  reports  it  sends  to  facilities  and  performs  additional  analyses  as 
necessary  to  identify  faciUties  that  are  lagging  behind.  Recently,  the  Network  analyzed 
the  comparative  performance  of  facilities  by  chain  affiliation.  The  analysis  showed  that 
one  of  the  three  largest  corporations  in  a  metropolitan  area  was  lagging  significantly 
behind  the  others  on  several  performance  measures.  Due  to  resource  constraints,  it  was 
impossible  for  the  Network  to  work  with  each  individual  facihty;  instead,  it  intervened  at 
the  corporate  level.  The  Network  shared  the  data  with  the  regional  corporate  leaders  and 
they  agreed  to  convene  their  medical  directors  together  for  a  formal  session  with  the 
Network.  At  this  session,  the  Network  presented  its  analysis  and  provided  the  medical 
directors  with  information  on  how  to  improve  the  quaUty  of  care  at  their  facilities.  The 
Network  has  since  seen  an  improvement  in  the  chain's  performance.  The  Network 
indicated  to  us  that  without  the  quantitative  evidence  it  would  have  been  difficult  to  get 
the  attention  and  subsequent  support  of  the  corporation  for  quality  improvement 
activities. 
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CONCLUSION 


Better  collaboration  between  State  survey  agencies  and  Networks  and  better  use  of 
facility-specific  standardized  performance  data  are  two  keys  to  improving  the  oversight  of 
dialysis  facilities.  In  our  companion  report,  External  Quality  Review  of  Dialysis 
Facilities:  A  Call  for  Greater  Accountability,  we  set  forth  recommendations  calling  for 
national  reforms  in  these  directions.  In  this  report,  we  focused  on  two  local  initiatives 
that  provide  models  for  such  reforms  and  that  warrant  careful  consideration  in  that 
context. 

The  Texas  initiative  occurred  because  the  State  legislatiire  became  concerned  about  the 
adequacy  of  dialysis  care  after  some  highly  pubUcized  reports  of  poor  care.  The 
legislature's  interventions  led  to  a  significant  change  in  the  thrust  of  external  oversight 
conducted  on  dialysis  facilities  in  the  State.  It  shifted  what  was  a  highly  collegial 
approach  to  oversight  to  one  that  was  more  balanced  between  collegial  and  regujatory 
approaches.  It  also  brought  clarity  to  the  relationship  between  the  Network  and  State  by 
estabhshing  clear  operational  parameters.  The  infusion  of  State  funds  and  the 
establishment  of  new  standards  for  faciUties  were  all  keys  to  its  success. 

The  Renal  Network's  initiative  occurred  because  its  staff  and  board  members  sought, 
with  some  sense  of  urgency,  to  use  performance  data  to  hold  facihties  more  accountable 
for  their  performance.  By  collecting  a  broad  range  of  facility-specific  measures  fi^om  100 
percent  of  the  patients  at  those  facihties,  it  set  a  foundation  for  using  performance  data  as 
a  rigorous  tool  for  oversight.  It  emphasized  the  use  of  such  data  to  improve  overall 
professional  care  processes  and  outcomes,  but  also  showed  a  readiness  to  use  them  to 
target  and  correct  poorly  performing  facilities.  This  effort  also  illustrates  the  potential 
that  such  data  can  have  in  profiling  the  performance  of  individual  physicians. 

These  two  initiatives  demonstrate  what  Networks  and  States  can  accomphsh  given 
innovative  leadership  and  adequate  resources.  In  both  cases,  the  Networks  play  central 
roles  promoting  continuous  quality  improvement  and  enforcing  minimum  standards  of 
care.  Although  we  did  not  evaluate  the  results  achieved  by  each,  we  find  both  initiatives 
to  be  promising  enough  in  their  conception  and  early  implementation  to  warrant  careful 
consideration  by  other  Networks  and  States,  and  by  HCFA,  as  HCFA  seeks  to  develop 
effective  mechanisms  for  holding  facilities  more  fuUy  accountable  for  the  quality  of  care 
they  provide. 
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APPENDIX  A 


 An  Excerpt  from  a  Facility-Specific  Report  

The  following  are  highlights  of  the  information  provided  in  The  Renal  Network's 
Clinical  Performance  Measures  Feedback  Report  for  in-center  hemodialysis  patients  for 
4*  quarter  1998.  The  complete  report  also  contains  information  on  KtA^,  hematocrit, 
hemoglobin,  Epoetin  dosage,  ferritin  levels,  transferrin  saturation,  and  serum  albumin. 
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APPENDIX  B 


 An  Excerpt  from  a  Physician-Specific  Report  

The  following  are  highlights  of  the  information  provided  in  The  Renal  Network's 
Physician  Activity  Report  for  in-center,  hemodialysis  patients  for  November  1999.  The 
complete  report  also  contains  information  on  urea  reduction  ratio,  KtA'',  transferrin 
saturation,  and  serum  albumin. 


Measurement 
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APPENDIX  C 


ENDNOTES 


1.  The  ESRD  Networks,  established  in  1976,  are  HCFA's  main  contractors  for  monitoring 
dialysis  facilities.  The  main  mission  of  the  Networks  as  set  out  in  the  Statute  is  to  ensure 
"effective  and  efficient  administration  of  the  benefits"  provided  under  the  ESRD  program. 
Section  1881(c)  of  the  Social  Security  Act. 

2.  In  order  to  qualify,  individuals  must  be  fully  insured  under  Social  Security  or  be  a  dependent 
of  someone  who  is.  In  1996,  about  8  percent  of  individuals  with  ESRD  who  needed  treatment 
did  not  qualify  for  Medicare  coverage.  U.S.  House  of  Representatives,  Committee  on  Ways  and 
Means,  1998  Green  Book,  (Washington,  DC:  Government  Printing  Office),  162. 

3.  Texas  Health  and  Safety  Code,  Chapter  25 1,  End-Stage  Renal  Disease  Facilities.  In  1996,  the 
department  implemented  the  final  rules  and  standards  of  the  program;  these  were  subsequently 
revised  in  1999. 

4.  Health  Facility  Licensing  Division,  Title  25  Texas  Administrative  Code,  Chapter  1 17  End- 
Stage  Renal  Disease  Facilities  Licensing  Rules,  effective  April  11,  1999. 

5.  Due  to  current  budget  constraints,  the  Texas  Department  of  Health  reduced  the  number  of 
full-time  surveyors.  This  reduction  in  staff  will  likely  have  an  impact  on  the  frequency  of 
surveys. 

6.  In  the  first  year,  (9/1796  to  10/30/97)  the  State  surveyed  all  237  facilities.  In  the  second  year 
(1 1/1/97  to  9/1/98)  the  State  conducted  about  109  surveys  and  in  the  third  year  (9/1/98  to  8/30/99) 
the  State  conducted  about  137  surveys. 

7.  The  State  and  Network  each  maintain  their  independent  authorities.  If  the  State  disagrees 
with  the  medical  review  board's  recormnendation  it  can  take  its  own  course  of  action.  Similarly, 
the  Network  can  require  facihties  under  its  own  authority  to  develop  and  implement  corrective 
action  plans  if  it  disagrees  with  the  State. 

8.  The  current  priority  list  for  State  surveys  is  as  follows:  (1)  complaints,  (2)  initial  surveys, 
(3)  expansions  —  facilities  adding  additional  dialysis  stations,  (4)  facilities  referred  to  the 
Network's  medical  review  board  the  previous  year,  (5)  referrals  from  the  medical  review  board 
based  on  the  performance  data,  (6)  facilities  chosen  by  surveyors,  and  (7)  routine  resurveys  ~ 
facilities  that  have  gone  the  longest  without  a  survey. 

9.  1998  Quality  of  Care  Indicators  Report,  Texas  Departinent  of  Health  ESRD  Licensing 
Program,  July  1998,  p  4. 
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APPENDIX  C 


10.  Under  statute  Networks  are  supposed  to  receive  50  cents  per  dialysis  treatment  in  their 
region  to  fund  their  activities.  Social  Security  Act  1881(b). 

1 1 .  HCFA  does  not  collect  a  large  enough  sample  to  analyze  the  data  at  the  facility  level. 

12.  "Region"  for  this  report  is  defined  as  a  health  service  region. 

13.  The  Rei^\'NetwoTk's,lnc.,  1998  Annual  Report. 

14.  Emil  P.  Paganini  et.  al.,  "Physician  Activity  Reporting:  Is  it  Worthwhile?"  American  Society 
of  Nephrology  1999  Program  Abstracts  On-line  from  32nd  Annual  Meeting, 
http:/Avww.asn-online.coni/  accessed  November  23, 1999. 
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E X ECUT  IVE  SUMMARY 


PURPOSE 

To  assess  external  mechanisms  the  Health  Care  Financing  Administration  relies  upon  to 
monitor  the  quality  of  care  provided  by  dialysis  facilities  to  Medicare  beneficiaries  with 
end-stage  renal  disease. 


BACKGROUND 

Importance  of  External  Quality  Review 

Case  files,  performance  data,  and  marketplace  reahties  underscore  the  importance  of 
external  quality  review  of  dialysis  facilities.  Case  files  reveal  numerous  instances  of 
poor  care.  In  one  instance,  we  found  that  a  patient  received  a  drug  overdose  that  resulted 
in  prolonged  bleeding  and  subsequent  hospitalization.  Performance  data  collected  fi-om 
dialysis  facilities  reveal  that  a  substantial  portion  of  patients  do  not  achieve  the  outcomes 
recommended  by  clinical  practice  guidelines.  Similarly,  scientific  studies  suggest 
variation  in  the  quahty  of  care  patients  receive.  Of  particular  note  is  one  that  revealed 
higher  mortality  rates  at  faciUties  providing  lower  doses  of  dialysis.  Finally, 
marketplace  pressures  triggered  by  growth,  consolidation,  competition,  and  concerns 
about  containing  costs  have  caused  service  disruptions  that  can  and  have  jeopardized  • 
patient  care. 

External  Review  Bodies 

The  Health  Care  Financing  Administration  (HCFA)  relies  upon  two  major  entities  to 
conduct  external  reviews  of  dialysis  facilities:  the  End-Stage  Renal  Disease  (ESRD) 
Networks  estabUshed  imder  the  Social  Security  Act  and  the  State  survey  agencies. 
HCFA  contracts  with  the  1 8  Network  organizations,  which  are  governed  primarily  by 
renal  professionals  associated  with  facilities  in  the  Network's  region,  to  perform 
multiple  fimctions,  mostly  oriented  around  collegial  efforts  to  promote  improvement  in 
the  quality  of  care  and  to  respond  to  complaints  lodged  by  patients,  staff,  and  others. 
HCFA  funds  the  State  agencies,  typically  within  departments  of  public  health,  to 
perform  a  more  regulatory  role:  to  conduct  Medicare  certification  surveys  of  facilities 
and  to  investigate  complaints,  both  in  accordance  with  the  Medicare  Conditions  for 
Coverage  for  dialysis  facilities. 

This  Inquiry 

In  our  inquirv,  we  relied  on  a  rich  variety  of  data  sources.  V/e  reviewed  and  analyzed 
HCFA's  dat:'base  on  State  survey  agencies;  conducted  a  survey  of  all  18  Netv.'orks; 
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visited  5  Networks;  held  extensive  telephone  discussions  with  representatives  of  another 
8;  reviewed  the  complaint  logs  of  9  Networks;  observed  a  State  survey  of  a  dialysis 
facility;  interviewed  staff  at  5  State  survey  agencies;  interviewed  many  stakeholders 
representing  national  organizations;  and  reviewed  Federal  documents  and  pertinent 
hterature. 

FINDINGS 

The  major  strength  of  the  external  oversight  system  is  the  use  of  standardized 
performance  measures  to  encourage  improvements  in  the  quality  of  care. 

►  HCFA-generated  data  show  measurable  improvements  in  clinical  outcomes  at  the  national 
and  regional  levels. 

*■  Network  quahty  improvement  projects  show  improvements  at  the  regional  level  and,  in 
some  cases,  at  the  facility  level. 

Yet,  that  system  of  oversight  falls  short  in  several  respects. 

Standardized  performance  measures  are  rarely  used  to  hold  individual  facilities 
accountable. 

HCFA  does  not  require  the  collection  of  a  core  set  of  fecility-specific  clinical 
performance  measures. 

Without  such  a  set.  Networks  and  States  have  limited  means  of  identifying  poorly 
performing  faciUties. 

*■    A  few  Networks  do  collect  facihty-specific  performance  measvu"es,  but  have  limited 
authority  to  use  them  to  correct  poor  performance. 

Networks  and  State  agencies  rarely  share  facihty-specific  data  with  one  another. 

Facility-specific  performance  measures  are  not  publicly  disclosed. 

The  complaint  systems  serve  as  unreliable  means  for  identifying  and  resolving 
quality-of-care  concerns. 

Both  patients  and  staff  tend  to  be  reluctant  to  lodge  complaints  because  of  concerns 
about  the  possible  consequences  for  them. 

*■     States  and  Networks  conduct  few  investigations  of  complaints  concerning  the 
quality  of  care.  In  1998,  State  survey  agencies  conducted  about  250  on-site 
investigations;  the  Networks,  about  35. 
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States  and  Networics  rarely  conduct  joint  complaint  investigations  or  share 
infoimation  on  their  own  investigations. 

Medicare  certification  surveys  play  a  limited  role  in  ensuring  dialysis  facilities  meet 
minimum  standards. 

The  elapsed  time  between  Medicare  certification  surveys  conducted  by  the  State 
sxirvey  agencies  is  increasing.  In  1995,  20  percent  of  all  facihties  were  not  surveyed 
within  3  years;  by~1998,  that  increased  to  44  percent. 

Medicare  Conditions  for  Coverage  for  dialysis  facilities  provide  an  inadequate 
foundation  for  accountability. 

»■     State  survey  agencies  have  difficulty  maintaining  the  expertise  of  surveyors,  largely 
due  to  the  infi^equency  of  s\u:veys. 

Medical  injuries  are  not  systematically  monitored.  HCFA  does  not  require  the 
Networks,  the  State  agencies,  or  facilities  to  identify  and  analyze  medical  injuries 
attributable  to  the  care  provided  to  the  patient  as  opposed  to  the  patient's  underlying 
condition. 

HCFA  does  little  to  hold  the  Networks  and  State  survey  agencies  accountable  for 
their  effectiveness. 

Minimal  assessment  of  Networks'  performance.  Although  HCFA  receives  regular 
information  fi-om  Networks,  it  provides  httle  substantive  evaluation  and  feedback  to 
them.  HCFA  does  not  hold  Networks  accountable  for  how  facihties  fare  on  performance 
measures. 

Minimal  assessment  of  State  survey  agencies'  performance.  HCFA  has  few  means  to 
evaluate  the  content  or  quality  of  the  surveys  the  State  agencies  conduct  on  behalf  of 
Medicare.  HCFA  no  longer  validates  surveys  and  rarely  observes  surveys  in  action. 

Minimal  public  disclosure.  HCFA,  the  Networks,  and  the  States  disclose  little 
information  to  the  public  on  actions  taken  to  protect  dialysis  patients. 


RECOMMENDATIONS 

Our  review  indicates  that  the  external  review  system  carried  out  on  HCFA's  behalf  by 
the  Networks  and  the  State  agencies  has  major  shortcomings.  It  is  imbalanced,  in  that  it 
stresses  improving  overall  quality  more  than  enforcing  minimum  requirements  that 
protect  patients  from  harm.  It  is  fragmented,  in  that  Networks  and  State  agencies  rarely 

cc  c-  Jinalc  their  effc.  is.  And  it  lacks  sufficient  accountability  on  the  part  of  the 
N-j:  -  orks,  the  State  agencies,  and,  most  of  all,  the  fncilities. 
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As  HCFA  provides  leadership  to  address  these  shortcomings,  we  suggest  that  it  (1)  steer 
external  oversight  of  the  quality  of  dialysis  facilities  so  that  it  reflects  a  balance  between 
collegial  and  regulatory  modes  of  oversight,  and  (2)  foster  greater  collaboration  between 
the  Networks  and  State  survey  agencies.  Specifically,  we  offer  the  following 
recommendations. 

RECOMMENDATION  1.  HCFA  should  hold  individual  dialysis  facilities  more  fully 
accountable  for  the  quality  of  care  they  provide. 

*■  Revise  the  Medicare  Conditions  for  Coverage  for  dialysis  faciUties  so  that  they  serve  as  a 
more  effective  foundation  for  accountabiUty. 

►  Use  facility-specific  standardized  performance  measures  to  encourage  facilities  to 
improve  the  quality  of  care  and  to  help  ensure  facilities  meet  minimum  standards. 
Regularly  issue  reports  incorporating  comparative  performance  data  and  make  them 
available  to  the  facilities,  the  Networks,  the  State  agencies,  and  the  pubUc. 

*■  Strengthen  the  complaint  system  for  dialysis  patients  and  staff.  Work  with  Networks  and 
State  agencies  to  develop  an  integrated  complaint  system  that  incorporates  the  following 
elements:  accessibility,  objectivity,  investigative  capacity,  timeUness,  responsiveness  to 
complainants,  enforcement  authority  and  follow-up,  improvement  orientation,  and  public 
accountabihty. 

►  Enhance  the  role  of  Medicare  on-site  certification  surveys  by  determining  an  appropriate 
minimum  cycle  for  conducting  the  surveys  and  conduct  pilot  tests  to  determine  the 
potential  of  Network  and  State  joint  initial  certification  visits  of  dialysis  facilities. 

►  Facilitate  the  development  of  publicly  accountable  means  for  identifying  serious  medical 
injuries  and  analyzing  their  causes.  Work  with  the  Networks  to  establish  pilot  projects. 

RECOMMENDATION  2.  HCFA  should  hold  the  Networks  and  State  survey 
agencies  more  fully  accountable  for  their  performance  in  overseeing  the  quality 
of  care  provided  by  dialysis  facilities. 

►  Issue  pohcy  guidance  delineating  the  distinctive  roles  of  the  Networks  and  State  survey 
agencies  and  providing  direction  on  how  they  should  collaborate. 

»■  Foster  greater  accountability  of  the  Networks  by  developing  a  performance-based  system 
for  evaluating  them  and  by  increasing  public  disclosure  of  information  on  them. 

*■  Foster  greater  accountabihty  of  the  State  survey  agencies  by  establishing  better  means  for 
assessing  State  surveys  and  by  increasing  pubhc  disclosure  of  information  on  the  extent, 
nature,  and  results  of  the  surveys. 
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COMMENTS  ON  THE  DRAFT  REPORT 

We  received  written  comments  on  the  draft  report  from  the  Health  Care  Financing 
Administration,  the  Forum  of  End  Stage  Renal  Disease  Networks  (the  Forum),  the 
Association  of  Health  Facihty  Survey  Agencies  (AHFSA),  and  the  American 
Association  of  Kidney  Patients  (AAKP).  Overall,  the  reports  received  wide  support.  In 
the  body  of  the  report  we  summarize  the  major  comments  and  offer  our  responses. 
Based  on  the  comments,  we  changed  one  recommendation  and  made  several  technical 
changes. 

HCFA's  Comments 

HCFA  largely  agreed  with  our  recommendations.  In  response,  HCFA  offered  a  detailed 
action  plan  that  addresses  each  of  our  recommendations.  The  plan  demonstrates 
HCFA's  commitment  to  publicly  releasing  facility-specific  performance  data,  revising 
the  complaint  process,  increasing  on-site  surveys,  holding  Networks  more  accountable 
for  performance  of  their  facilities,  and  assessing  the  performance  of  State  surveys 
agencies.  HCFA  did  take  issue  with  our  recommendation  calHng  for  Networks  and  State 
agencies  to  conduct  joint  surveys  for  initial  certification  visits. 

HCFA 's  action  plan  is  a  positive  step  toward  implementing  our  recommendations  and 
we  urge  HCFA  to  give  it  a  high  priority.  In  response  to  HCFA 's  concern  about  joint 
surveys,  we  changed  our  prior  recommendation  from  one  requiring  such  surveys  to  one 
urging  that  they  be  conducted  on  a  pilot  basis. 

External  Organizations'  Comments 

The  external  organizations  supported  the  majority  of  findings  and  recommendations  but 
also  raised  some  concerns.  The  Forum  expressed  concern  that  some  of  our 
recommendations,  especially  the  public  release  of  facility-specific  performance  data , 
threaten  patient  confidentiality  and  undermine  the  coUegial  nature  of  the  Networks. 
AHFSA  expressed  concern  about  the  lack  of  funding  for  State  survey  agencies  and 
AAKP  urged  that  funding  for  strengthening  oversight  not  come  at  the  cost  of  patient 
activities. 

We  recognize  patient  confidentiality  is  critical,  but  we  believe  that  mechanisms  can  be 
devised  to  ensure  patient  confidentiality.  We  want  to  emphasize  that  the  Networks 
should  not  only  take  a  collegial  approach  with  facilities,  but  also  must  be  willing  to  take 
more  regulatory  actions  when  warranted  or  to  inform  others,  such  as  the  State,  that  can 
take  such  actions.  Finally,  we  recognize  the  significance  of  the  concerns  about  funding. 
We  address  AHFSA  concerns  about  the  funding  for  State  agencies  by  calling  for  HCFA 
to  determine  an  appropriate  minimum  cycle  for  conducting  surveys  and  we  underscore 
AAKP  s  p       that  fundi    for  oversight  activities  should  not  jeopardize  patient  care. 
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I    TR  0  D  U  C  Tf  a 


PURPOSE 

To  assess  external  mechanisms  the  Health  Care  Financing  Administration  reUes  upon  to 
monitor  the  quality  of  care  provided  by  dialysis  facilities  to  Medicare  beneficiaries  v/ith 
end-stage  renal  disease. 


BACKGROUND 

About  3^00  dialysis  facilities  provide  ongoing,  life-stistaining  dialysis  treatments  to 
about  230,000  patients  with  end-stage  renal  disease,  or  permanent  kidney  failure.  Many 
of  these  patients  are  suffering  fi-om  other  compUcated  diseases  such  as  diabetes  and 
hypertension,  and  nearly  all  of  them  are  Medicare  beneficiaries.  To  foster  improved  care 
and  minimize  risks  to  patients,  dialysis  facilities  conduct  their  o'ati  internal  monitoring 
efforts.  External  review  provides  an  additional  safeguard. 

External  Review  Bodies 

The  Health  Care  Financing  Administration  (HCFA)  has  the  primary  responsibility  of 
ensiiring  beneficiaries  receive  appropriate  care  in  dialysis  facilities.  To  carry  out  the 
bulk  of  the  oversight  activities  for  dialysis  facilities,  HCFA  rehes  upon  two  entities, 
End-Stage  Renal  Disease  (ESRD)  Networks  and  State  survey  agencies. 

ESRD  Networki.  The  18  regional  Networks  are  HCFA's  main  contractors  for 
monitoring  dialysis  facilities,  as  they  are  the  only  entities  created  for  and  entirely 
devoted  to  the  ESRD  program.  Federal  statute  requires  Networks  to  assure  the 
"effective  and  efficient  administration  of  the  benefits"  provided  under  the  ESRD 
program.'  Network  staff,  typically  7  to  10  people,  work  closely  with  their  board 
membership  made  up  of  local  renal  professionals.  HCFA  requires  the  Networks  to 
conduct  at  least  one  HCFA-approved  quality  improvement  project  a  year,  to  collect 
HCFA  forms  firom  facilities,  and  to  resolve  patient  complaints.  Networks  also  assist  and 
educate  facilities  on  issues  related  to  quaUty  improvement. 

State  Survey  Agencies.  HCFA  relies  upon  State  sur.  ey  agencies,  typically  within 
departments  of  public  health,  to  conduct  Federal  certification  surveys  and  investigate 
complaints,  both  in  accordance  with  the  Medicare  Conditions  for  Coverage.  The 
Conditions  for  Coverage  dictate  the  obligations  of  facilities  under  the  Medicare  program 
and  are  used  by  State  surveyors  to  certify  facilities.^  Some  State  agencies  have 
additional  functions  under  their  o^vn  State  licensure  program.'' 
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External  Quality  Review  Framework 

We  have  identified  four  key  elements  that  can  be  appHed  to  any  external  quality  review 
system  for  health  care  facilities.  This  fi-amework  is  meant  to  be  used  by  purchasers,  such 
as  Medicare,  to  ensure  that  dialysis  facilities  provide  quality  care,  and  by  consumers, 
such  as  ESRD  beneficiaries,  concerned  about  the  quality  of  care  they  receive  in  their 
facihty.  Each  element  in  the  fi-amework  provides  a  different  perspective  on  the  quality 
of  care.  For  a  comprehensive  and  effective  external  quality  review  system,  all 
components  need  to  be" adequately  addressed.  Throughout  our  inquiry  we  relied  on  this 
fi-amework  to  assess  the  overall  effectiveness  of  the  external  review  system  for  dialysis 
facilities. 


Table  1.  External  Quality  Review  Framework  for  Dialysis  Facilities 

Element 

Description 

Use  of  standardized 

performance 

measures 

Standardized  performance  measures  allow  purchasers,  consumers,  and  overseers  to 
compare  the  performance  of  facUities  or  physicians.  The  comparison  can  examine  a 
single  facility  over  time  or  one  facility  against  another.  Such  measures  can  be  used  for 
quality  improvement  activities  and  to  enforce  minimum  standards. 

Response  to 
complaints 

Complaints  can  come  from  patients,  staff,  and  other  interested  parties.  They  can  be  of 
a  particular  instance  of  care  or  about  broader  matters  conceming  a  facility's 
performance.  The  response  to  complaints  can  range  from  an  off-site  follow-up  to  an 
on-site  investigation.  The  process  can  trigger  coirective  actions  and  system 
improvements. 

On-site 
surveys 

On-site  surveys  can  be  either  announced  or  unannounced.  Surveyors  observe  the 
conditions  of  the  facility  and  equipment  and  interview  patients  and  staff.  The  process 
can  trigger  corrective  actions  and  system  improvements. 

Response  to  medical 
injuries 

Medical  injuries  are  adverse  events  attributable  to  medical  management  and  unrelated 
to  the  patient's  illness  or  underlying  condition.  The  response  to  such  events  can  range 
from  minimal  to  thorough  and  can  trigger  corrective  actions  and  system  improvements. 

Medicare  Coverage  of  ESRD 

In  1972,  Medicare  began  providing  coverage  to  individuals  with  ESRD  making  it  the 
only  entitlement  criteria  for  Medicare  based  solely  on  a  disease  category.^  Medicare 
covers  all  treatment  methods  for  patients:  hemodialysis,  peritoneal  dialysis,  and  renal 
transplants.  Patients  receiving  hemodialysis,  the  most  common  method,  typically 
receive  treatment  in  outpatient  facilities  three  times  a  week.  Peritoneal  patients  typically 
perform  daily  treatments  at  home  and  rely  on  outpatient  facilities  for  ongoing  support. 
(See  Primer  on  Dialysis.)  Medicare  covers  dialysis  services  performed  by  hospital- 
based  and  fi-ee-standing  facilities.  Hospital-based  facilities  are  financially  and 
organizationally  integrated  with  a  hospital  whereas  firee-standing  facilities  are  not.^ 
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Our  Inquiry 

Our  report  focuses  on  the  two  main  entities  the  Federal  Government  rehes  upon  to 
oversee  dialysis  facihties:  the  State  survey  agencies  and  the  Networks.  We  did  not 
evaluate  the  activities  of  any  one  Network  or  State,  rather,  we  assessed  if  the  activities  of 
the  Networks  and  States  overall  create  an  effective  external  review  system  for  dialysis 
facilities.  Also,  we  did  not  evaluate  the  adequacy  of  the  Medicare  on-site  survey 
process.  This  report  is  one  of  two  from  our  overall  inquiry.  Our  companion  report, 
External  Quality  Review  of  Dialysis  Facilities:  Two  Promising  Approaches,  presents 
two  innovative  initiatives  used  to  monitor  facilities. 

We  surveyed  all  18  Networks,  reviewed  their  annual  reports  for  1997  and  1998,  and 
reviewed  their  responses  to  complainants  for  1998.  With  eight  Networks  we  held 
telephone  interviews  and  reviewed  their  complaint  logs  for  1998.  We  also  visited  an 
additional  five  Networks.  Over  the  course  of  these  visits  we  spoke  with  patients. 
Network  staff,  and  renal  professionals  (e.g.,  administrators,  nephrologists,  social 
workers,  dieticians,  nurses,  and  technicians.)  We  also  analyzed  data  on  the  frequency  of 
Medicare  surveys,  interviewed  staff  at  5  State  survey  agencies,  and  observed  a  survey  in 
a  dialysis  facihty. 

Throughout  our  inquiry  we  interviewed  HCFA  personnel,  including  the  project  officers 
for  the  Networks.  We  also  spoke  with  several  renal  professional  organizations  and 
patient  advocacy  groups.  Finally,  we  conducted  a  review  of  scientific  iiteratiu-e  and 
Federal  documents.  (See  appendix  A.) 

In  the  next  section,  we  provide  a  brief  overview  underscoring  why  external  quality 
review  is  so  important  as  a  patient  protection  mechanism.  Then  we  present  oiu-  findings 
and  recommendations. 

We  conducted  this  study  in  accordance  with  the  Quality  Standards  for  Inspections 
issued  by  the  President's  Council  on  Integrity  and  Efficiency. 
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PRIMER  ON  DIALYSIS 


TYPES  OF  TREATMENT 

Dialysis  is  the^process  of  removing  toxins  from  the  body  by  diffiision  across  a  semipermeable  membrane,  thereby 
compensating  for  kidney  failure.  There  are  two  types  of  dialysis: 

Hemodialysis.  Removal  of  toxins  directly  from  the  patient's  blood  stream,  requiring  direct  access  to  the 
bloodstream.  The  patient's  blood  is  cycled  through  an  artificial  kidney,  an  external  machine,  that  removes 
the  toxins  and  excess  fluids  from  the  blood.  The  artificial  kidney  machine  uses  a  semipermeable 
membrane,  called  a  hemodialyzer,  to  filter  out  the  toxins  from  the  blood. 

Peritoneal  dialysis.  Utilizes  the  patient's  natural  peritoneal  membrane,  located  in  the  abdominal  cavity, 
to  remove  toxins  and  excess  fluids. 

COMMONLY  USED  PERFORMANCE  MEASURES 

Adequacy.  Refers  to  the  amount  of  toxins,  such  as  urea  and  creatinine,  removed  from  the  body  during  dialysis. 

►  Urea  reduction  ratio  (URR)  and  KtA'^.  Two  measures  used  to  measure  adequacy  in  hemodialysis  patients 
based  on  the  removal  of  urea.  The  URR  is  a  function  of  the  amount  of  urea  removed  during  dialysis,  as 
determined  by  the  pre-  and  post-dialysis  blood  urea  nitrogen  levels.  The  Kt/V  is  a  function  of  the  amoimt  of 
urea  removed  multiplied  by  the  time  on  dialysis,  divided  by  the  volume  of  urea  distribution,  or  approximately 
the  amount  of  water  in  the  body.  The  National  Kidney  Foundation's  Dialysis  Outcomes  Quality  Initiative 
(DOQI)  practice  guidelines  recommend  a  Kt/V  of  at  least  1 .2,  or  an  average  URR  of  at  least  65  percent  for  the 
minimum  delivered  dose  of  hemodialysis. 

►  Creatinine  clearance  and  Kt/V^^^^.  Two  measures  used  to  measiure  adequacy  in  peritoneal  patients.  Creatine 
clearance  measures  the  removal  of  creatine  and  KtA'^^,^  measures  the  removal  of  urea.  DOQI  recommends  a 
weekly  dose  of  continuous  ambulatory  peritoneal  dialysis  of  at  least  2.0  per  week  and  a  creatine  clearance  of  at 
least  60L/week/1.73  ml 

Anemia  management.  Anemia,  or  inadequate  red  blood  cells,  is  a  common  concem  among  dialysis  patients. 

►  Hematocrit  and  hemoglobin.  Two  measures  of  the  severity  of  anemia.  Hematocrit  measures  the  ratio  of  red 
blood  cells  to  the  plasma  volume,  and  hemoglobin  measures  the  amount  of  a  specific  protein  in  red  blood  cells 
that  carries  oxygen.  DOQI  recommends  a  target  range  of  33  percent  to  36  percent  for  hematocrit  and  between 
1 1  g/dL  to  12  g/dL  for  hemoglobin. 

*■   Ferritin  level  and  transferrin  saturation  (TSAT).  Two  measures  used  to  monitor  the  level  of  iron.  Ferritin 
is  a  measure  of  the  level  of  iron  stored  within  the  body  and  TSAT  is  a  measure  of  iron  immediately  available  to 
produce  red  blood  cells.  DOQI  recommends  a  ferritin  level  of  ^  100  ng/mL  and  a  TSAT  ^20  percent. 

'V^ascular  access.  The  point  of  direct  access  to  the  blood  stream  for  hemodialysis.  There  are  three  types: 

►  Catheter.  A  tube  is  placed  in  a  blood  vessel,  primarily  used  for  temporary  access  to  the  blood  stream. 

►  Native  arteriovenous  fistula.  A  patient's  own  artery  and  vein  are  joined  surgically  to  allow  arterial  blood  to 
flow  through  a  vein,  usually  placed  in  the  forearm  and  takes  several  weeks  to  mature.  DOQI  guidelines 
recommend  that  primary  fistulas  be  placed  in  at  least  50  percent  of  new  patients. 

►  Synthetic  arteriovenous  graft.  A  synthetic  blood  vessel  is  used  to  surgically  join  the  patient's  artery  and  vein, 
usually  placed  in  the  forearm  and  takes  several  weeks  to  mature. 

Nutrition.  Inadequate  nutrition  is  a  common  concem  among  dialysis  patients. 

►  Serum  albumin  level.  A  measure  of  the  level  of  proteins  in  the  blood. 
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THE  IMPORTANCE  OF  EXTERNAL  EEVIEVV^* 


Many  dialysis  facilities  and  corporations  conduct  their  own  internal  quality  monitoring 
and  improvement  projects.  However,  in  order  to  protect  patient  safety,  it  is  essential  that 
an  external  oversight  system  exists  to  provide  objectivity  and  public  accountability  that 
internal  quality  reviews  lack.  Below  we  present  four  key  factors  that  underscore  the 
need  for  external  oversight  in  dialysis  facilities.  » 

Instances  of  Poor  Care 

Although  dialysis  treatment  and  patient  outcomes  have  improved  since  the  ESRD 
program  began,  much  can  and  has  gone  wrong  in  facihties.  Several  well-publicized 
events  in  the  media  and  in  letters  from  patient  advocates  have  docimiented  cases  of 
patient  harm  and  have  questioned  the  systems  in  place  to  protect  patients.*  In  the  course 
of  our  review  of  documents  we  came  across  several  examples  where  patients  were  put  at 
risk  due  to  inz^jpropriate  treatment.  In  our  review  of  documents  from  the  States  and 
Networks  we  learned  of  cases  where  a  patient  received  another  patient's  hemodialyzer, 
putting  him  at  risk  for  blood-bome  diseases;  a  patient  in  cardiac  arrest  was  put  at  risk  as 
facihty  staff  searched  for  a  misplaced  code  cart;  a  patient  was  exposed  to  a  toxic 
disinfectant  through  his  bloodstream  when  hooked  up  to  a  reused  hemodialyzer  that  had 
not  been  rinsed  properly;'  a  patient  received  a  drug  overdose  that  resulted  in  prolonged 
bleeding  and  subsequent  hospitalization;  several  patients  received  blood  transfiisions 
when  a  facihty  ran  out  of  the  appropriate  medicine  to  treat  anemia;  and  a  patient's 
infected  catheter  was  not  removed  in  time,  causing  the  patient  to  die  of  infection. 

Vulnerable  Patient  Population 

Dialysis  patients  are  a  vulnerable  patient  population  that  is  growing.  Many  dialysis 
patients  are  elderly  and  siiffering  from  other  compUcated  illnesses  such  as  diabetes  and 
hypertension.  Overall,  the  ESRD  population  is  growing  at  a  rate  of  7  percent  a  year  and 
for  some  of  the  more  vulnerable  types  of  patients,  the  growth  rate  is  even  higher.*  More 
importantly,  dialysis  patients  depend  on  regular  dialysis  treatments  for  siu^val.  In  the 
words  of  one  physician,  dialysis  is  "intermittent,  ambulatory  hfe  support." 

Variation  in  the  Quality  of  Care 

HCFA's  data  indicate  that  a  significant  portion  of  dialysis  patients  fail  to  meet  clinical 
practice  guidelines  developed  by  the  National  Kidney  Foundation  Dialysis  Outcomes 
Quality  Imtiative.  For  the  last  quarter  of  1 998,  20  percent  of  a  national  sample  of 
hemodialysis  patients  did  not  meet  the  guidelines'  recommendation  for  the  minimiun 
dose  of  dialysis  as  measured  by  the  Kt/V  ratio.'  For  the  same  period,  41  percent  of 
hemodialysis  patients  failed  to  achieve  a  hemoglobin  level  that  met  or  exceeded  the 
target  range  recommended  by  the  guidelines.'" 
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Scientific  literature  also  suggests  variation  in  the  quality  of  care  dialysis  patients  receive. 
Several  studies  have  shown  that  mortality  rates  vary  significantly  among  facilities,  even 
after  adjusting  for  patient  characteristics  such  as  age  and  diabetes."  Other  studies  have 
shown  variation  at  the  patient  and  faciUty  level  in  the  delivered  dose  of  dialysis.'^  One 
recent  study  found  that  higher  mortaUty  rates  at  faciUties  were  associated  with  lower 
deUvered  doses  of  dialysis,  after  adjusting  for  patient  characteristics."  This  same  study 
also  found  that  free-standing  facilities,  as  opposed  to  hospital-based  facilities,  and  lower 
amounts  of  physician  supervision  were  associated  with  increased  mortality  rates. 
Another  study  found  that  patients  treated  in  for-profit  versus  non-profit  feciUties  had  a 
20  percent  higher  mortaUty  rate  and  26  percent  lower  rate  of  enrollment  on  a  waiting  Ust 
for  a  kidney  transplant.'*  The  investigators  of  this  study  concluded,  "Greater  oversight 
or  competing  incentives  to  improve  quality  may  be  necessary  to  ensure  that  cost 
containment  is  not  so  extensive  that  it  affects  patient  outcomes  adversely."'* 

Marketplace  Pressures 

The  dialysis  industry  has  grown  significantiy  in  recent  years.  The  nvmiber  of  dialysis 
patients  grew  from  about  160,000  in  1992  to  230,000  in  1997,  the  number  of  dialysis 
facilities  increased  from  about  2,000  to  over  3,000  —  averaging  about  200  new  facihties 
each  year.'*  Most  of  this  increase  in  facihties  occurred  among  free-standing  as  opposed 
to  the  more  traditional  hospital-based  facihties  that  receive  an  additional  layer  of 
oversight  as  part  of  the  hospital.  About  78  percent  of  dialysis  patients  receive  freatment 
in  free-standing  facihties.'^  Moreover,  through  a  series  of  mergers  and  acquisitions, 
there  has  been  increased  consoUdation  in  the  ownership  ofthe  faciUties.  About  54 
percent  of  dialysis  patients  receive  freatment  in  faciUties  owned  by  one  of  three  multi- 
national for-profit  corporations.'* 

Along  with  growth  and  consoUdation,  the  dialysis  freatment  envfronment  is 
characterized  by  at  least  three  other  increasingly  prominent  forces:  (1)  increased 
competition  for  patients,  (2)  heightened  concerns  to  contain  costs,"  and  (3)  increased 
difficulty  in  finding  and  retaining  experienced  nurses  and  technicians  in  an  increasingly 
competitive  marketplace.  Individually  and  cumulatively,  these  forces  have  caused 
service  disruptions  that  can  and  have  jeopardized  patient  care. 
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FINDING^ 


The  major  strength  of  the  external  oversight  system  is  the  use  of 
standardized  performance  measures  to  encourage  improvements  in 
the  quality  of  care. 

HCFA's  performance  data  show  improvements. 

HCFA's  Clinical  Performance  Measures  Project  collects  a  set  of  performance  measures 
anniiaUy  on  a  nationd  sample  of  dialysis  patients.^"  HCTA  disserninates  data  to 
facilities  that  show  national  trends  and  Network  variation.  These  data  can  serve  as  a 
stimulus  for  faciUties  to  examine  their  own  performance  and  to  assess  how  it  can  be 
improved.  The  data  show  consistent  improvements  nationwide  in  patient  outcomes 
since  the  project  began  in  1994.  The  percentage  of  patients  achieving  a  mean  urea 
reduction  ratio  ^65  percent  has  increased  from  43  percent  in  1993  to  74  percent  in  1998. 
Similarly,  the  percentage  of  patients  achieving  a  mean  hematocrit  >30  percent  has 
increased  from  46  percent  in  1993  to  83  percent  in  1998.^'  Even  though  these  data  are 
not  facihty-specific,  Networks  have  drawn  on  these  performance  data  to  assess  the 
overall  performance  of  facihties  in  their  region  and  to  identify  topics  for  regional  quaUty 
improvement  acti-vities. 

Networks'  performance  data  also  show  Improvements. 

Networks  through  quality  improvement  projects  and  ongoing  initiatives,  collect 
performance  data  from  facihties  to  help  stimulate  improvements.  For  example,  one 
Network  quaUty  improvement  project  resulted  in  a  20  percent  increase  in  the  number  of 
patients  receiving  the  hepatitis  B  vaccine."  Another  Network  project  helped  decrease 
the  percentage  of  patients  with  inadequate  peritoneal  dialysis  from  31  percent  to  20 
percent.^  Several  Networks  have  shown  similar  improvements  by  collecting  and 
disseminating  regularly  a  set  of  facility-specific  measures;  one  Network  even 
disseminates  physician-specific  reports.^* 


Yet,  the  current  system  of  oversight  falls  short  in  several  respects. 

standardized  performance  data  are  rarely  used  to  hold  individual  facilities 
accountable. 

No  requirement  to  collect  a  core  set  of  facility-specific  performance  measures. 
Several  entities,  including  HCFA,  collect  faciUty-specific  performance  data.  (See 
appendix  B.)  However,  these  measures  are  housed  across  several  databases,  collected 
using  different  methodologies,  and  designed  for  different  purposes.  Networks  have 
some  access  to  these  measures.  States  have  almost  no  access.  HCFA  has  not 
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established  a  facility-specific  core  data  set  that  all  faciUties  must  report  to  one  central 
location  directly  imder  HCFA's  control.  The  closest  that  HCFA  has  come  is  the  Clinical 
Performance  Measures  Project,  but  it  is  not  facility-specific.  On  their  own  a  few 
Netwoiics  collect  facility-specific  data,  but  this  effort  is  limited  to  the  facilities  in  then- 
region. 

The  two  main  barriers  reported  by  Networks  to  collecting  facility-specific  data  are 
limited  resources  and  no  HCFA  requirement.  Networks  are  fimded  through  statute. 
Statute  requires  that  SO  cents  of  the  composite  rate  facihties  receive  for  each  treatment 
goes  towards  the  Networks.^'  Networks  are  not  appropriated  funds.  Many  Networks 
may  not  have  the  resources  to  collect  and  analyze  additional  data.  Also,  without  a 
HCFA  requirement.  Networks  do  not  think  facihties  will  submit  faciUty-specific  data 
regularly. 

Difficulty  identifying  poor  performers.  Without  a  national  facihty-specific  core  data 
set,  most  Networks  and  States  are  left  with  limited  means  of  assessing  the  performance 
of  individual  facihties  within  their  regions.  In  the  few  instances  where  Networks  collect 
their  own  set  of  facihty-specific  data,  they  are  left  without  comparable  national  data. 
Facihty-specific  data  are  necessary  to  identify  facihties  that  are  well  below  the  regional 
mean  or  the  accepted  standard  of  care.  Few  Networks  take  fiiU  advantage  of  existing 
facility-specific  data  that  they  have  access  to  and  few  Networks  have  a  formal  process 
for  identifying  outhers.  HCFA  does  not  require  Networks  to  estabhsh  quantitative 
criteria  to  identify  poor  performers  using  existing  facility-specific  data.  Netwoiics 
complain  that  existing  facihty-specific  data  are  limited,  because  they  are  too  old, 
inaccurate,  and  not  designed  for  performance  assessment. 

Limited  Network  authority  to  correct  poor  performers.  Networks  lack  the  authority 
to  impose  sanctions  directly  on  facilities.  In  the  cases  where  facihties  are  not 
cooperative  or  fail  to  make  improvements.  Networks  must  rely  on  either  HCFA  or  the 
State  sxzrvey  agencies  to  take  enforcement  actions.  Networks  either  can  recommend  to 
HCFA  that  it  sanction  a  facihty,  or  Networks  can  recommend  to  a  State  survey  agency 
that  it  conduct  a  review  of  a  facihty.  However,  we  found  that  some  Networks  are 
reluctant  to  make  reconmiendations  to  HCFA  or  the  State  survey  agencies  for  several 
reasons.^*  First,  problems  identified  by  the  Networks  may  not  fall  durectly  under  the 
Conditions  for  Coverage  that  HCFA  and  the  States  must  rely  upon  when  sanctioning  a 
facihty.  Second,  HCFA  and  the  States  are  limited  in  the  types  of  enforcement  actions 
they  can  take."  Finally,  Networks  reported  cases  where  HCFA  and  the  States  did  not 
adequately  follow-up  with  the  Networks  reconunendations,  leaving  some  Networks  to 
conclude  that  referrals  are  futile.^* 

Instead  Networks  typically  seek  to  work  with  the  facility  coUegially  to  correct  the 
problem.  Such  efforts  are  likely  to  involve  a  meeting  with  key  staff  to  discuss  the 
facility's  performance  data  and  brainstorm  about  potential  causes  and  solutions.  In  some 
cases,  the  Network  will  ask  a  facility  to  prepare  a  corrective  action  plan  and  will  then 
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monitor  adherence  to  that  plan.  Networks  reported  that,  in  most  instances,  this  approach 
is  successful. 

Little  sharing  of  data  between  Networks  and  State  survey  agencies.  The  Networks, 
as  we  noted,  tend  to  have  httle  facihty-specific  data  to  share.  But  even  in  cases  where 
they  have  such  data,  they  are  not  incline  to  share  it  with  the  State  agencies.  In  response 
to  our  s\irvey  of  Networics,  only  3  of  the  18  reported  that  they  routinely  share  facility- 
specific  data  with  the  States. 

We  identified  two  major  barriers  to  Networks  sharing  data  with  the  States.  First, 
Networics  fall  under  confidentiality  laws  that  exempt  them  fi'om  Federal  disclosure 
laws.^  As  such.  Networks  are  reluctant  to  share  data  with  the  States  because  of 
concerns  about  eventual  pubUc  disclosure.  Second,  Networks  are  concerned  about  the 
States  using  the  data  to  take  punitive  actions.  Networks  officials  fear  that  if  the  data  are 
used  in  this  way  they  will  imdermine  their  quahty  improvement  efforts  and  their  trusting 
relationships  with  faciUties. 

With  respect  to  State  agencies,  information  they  collect  as  a  result  of  their  surveys  of 
dialysis  facihties  could  be  useful  to  the  Networics.  But,  even  though  much  of  this  is 
pubUc  information,  it  does  not  tend  to  be  shared  with  the  Networks  on  a  regular  or 
timely  basis. 

Minimal  public  disclosure.  Qirrently,  neither  HCFA  nor  the  Networics  make  any 
facility-specific  performance  measures  readily  available  to  Ihe  pubUc.  HCFA  does 
disclose  facility-specific  cost  reports  on  its  website,  but  this  information  requires  some 
manipulation  before  it  can  provide  useful  performance  data.^  Networks,  as  we  have 
previously  mentioned,  are  exempt  fi-om  pubUc  disclosure  by  statute.  HCFA  and  others 
do  disclose  to  the  pubUc  data  aggregated  at  the  Network  and  national  level,  and  in  some 
cases,  at  the  State  level.  Networks  are  especially  reluctant  to  release  facihty-specific 
data  to  the  pubhc  for  fear  of  misinterpretation  and  of  undermining  internal  quaUty 
improvement  efforts.  Most  States  will  disclose  survey  results  upon  request 

The  complaint  systems  serve  as  unreliable  means  for  identifying  and  resolving 
quality-of-care  concerns. 

Throughout  this  report  we  use  the  term  complaints  generically  to  include  concerns 
brought  forth  by  patients,  staff,  or  other  individuals. 

Barriers  to  lodging  complaints.  Two  basic  barriCTS  inhibit  patient  complaints  about  the 
quality  of  care.  First,  dialysis  patients  find  it  difficult  to  complain  about  an  individual  or 
facility  providing  treatment  that  their  Uves  depend  upon.  Network  officials,  other  renal 
professionals,  and  patient  representatives  stressed  that  fear  of  retribution  deters  patients 
fi-om  complaining.  The  second  major  barrier  is  Umited  patient  information  and 
understanding  about  the  technical  aspects  of  their  care.  For  example,  a  previous  Office 
of  Inspector  General  study  found  that  although  73  percent  of  all  patients  reported 
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knowing  there  was  a  recommended  level  of  adequate  dialysis,  only  36  percent  could 
correctly  identify  the  urea  reduction  ratio  or  the  Kt^V  as  the  test  used  to  measure 
adequacy.'" 

In  many  respects,  the  staff  in  dialysis  facilities  are  in  the  best  position  to  lodge 
complaints  about  continuing  problems  with  the  quality  of  care  in  a  facility.  But  as  we 
were  often  reminded,  staff  also  face  significant  deterrents  to  lodging  complaints;  such 
actions  could  put  their  jobs  at  risk  and  brand  them  as  a  trouble-makers,  thereby 
jeopardizing  future  employment  in  the  field. 

Network  officials  are  aware  of  and  often  sympathetic  to  these  barriers.  But,  in  general, 
their  poUcies  and  practices  make  the  barriers  even  more  imposing.  First,  they  tend  to 
discourage  confidential  complaints  by  stopping  investigations  short  if  complainants  are 
unwilling  to  allow  their  name  to  be  disclosed  to  the  facihty  in  question.  Networks 
reported  that  it  is  difficult  for  them  to  investigate  complaints  fully  vidthout  disclosing  the 
complainants  name  to  the  facility.  (Neither  Networks  nor  States  will  release  a 
complainant's  name  without  consent.)  Second,  about  half  of  the  Networks  require 
grievances  to  be  in  writing,  before  they  take  any  action,  unless  it  involves  a  life- 
threatening  situation  even  though  HCFA  policy  states  that  it  is  not  necessary.^^  Finally, 
Networks,  and  even  more  so  the  States,  conduct  Uttle  outreach  to  inform,  let  alone 
encourage,  patients  or  staff  to  use  the  complaint  system.  The  information  that  the 
Networks  provide  tends  to  be  limited  to  posters  sent  to  facilities  and  information  packets 
sent  to  new  patients.  We  found  httle  evidence  that  Netvv'orks  or  States  convey  to  patients 
that  the  complaint  system  is  an  important  safeguard. 

Limited  investigations.  HCFA  looks  to  the  State  survey  agencies  to  investigate 
complaints  that  involve  life-threatening  situations  or  possible  violations  of  the  Medicare 
Conditions  for  Coverage.  The  States  conduct  investigations  on  site  that  focus  on  the 
specific  Medicare  Conditions  for  which  compliance  is  in  question.  If  State  surveyors 
believe  it  is  warranted,  they  can  extend  the  complaint  investigation  into  a  complete 
Medicare  certification  survey.  Although  HCFA  has  estabhshed  complaints 
investigations  as  a  top  priority  for  States,  the  niunber  of  complaint  investigations  States 
conduct  each  year  is  minimal."  In  1997  and  1998,  when  about  230,000  dialysis  patients 
received  treatment  under  the  auspices  of  about  3,200  dialysis  facilities,  we  found  that  the 
States  conducted  only  about  260  complaint  investigations  each  year. 

HCFA  looks  to  the  Networks  to  play  a  broader  and  a  more  fi-ont-line  role  in  responding 
to  complaints.  Networks  receive  complaints  covering  a  wide  range  of  issues  related  to 
patient  care  and  sometimes  refer  complaints  to  the  States  involving  Ufe-threatening 
situations  or  possible  violations  of  the  Medicare  Conditions.'''  States  also  receive  ^ 
complaints  directly. 

Little  national  information  is  available  on  how  many  and  what  kind  of  complaints  the 
Networks  handle.^^  In  an  effort  to  gain  some  understanding  of  Network  complaints,  we 
conducted  our  own  analysis  of  nine  Network  complaint  logs  for  1998.  We  foimd  that 
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these  nine  Networks  combined  received  over  700  complaints.  However,  the  majority  of 
these  complaints  did  not  involve  quality-of-care  concerns.  About  45  percent  were 
actually  requests  for  information  and  13  percent  involved  concerns  expressed  (typically 
by  staff)  about  disruptive  patients.  Of  all  the  complaints,  25  percent  concerned  service 
quality  (e.g.  temperature  of  facility,  waiting  times,  friendliness  of  the  stafi)  and  15 
percent  technical  quality  (e.g.,  clinical  care,  adequacy  of  equipment).^ 

la  response  to  our  survey,  the  18  Networks  reported  that  they  investigated  170 
complaints  in  1998,  oriiy  34  of  which  involved  a  site  visit  Most  Networks  encompass 
many  States  and  have  limited  resources  for  in-depth  complaint  investigations.  Network 
investigations,  in  accord  with  HCFA  instructions,  typically  facilitate  quick  resolution 
between  the  con^jlainants  and  the  fecilities.  Networks  address  most  problems  by 
working  coUegially  with  facilities.  We  also  found  that  Networks  rarely  conduct  (or  have 
the  resources  to  conduct)  pattern  analyses  to  identify  trends  in  complaints  with  the  intent 
of  identifying  and  correcting  systematic  problems. 

Fragmented  process  for  responding  to  complaints.  Working  single-handedly,  neither 
the  States  nor  the  Networks  can  t^  the  full  potential  of  a  complaint  system  that 
effectively  addresses  qxuJity-of-care  concerns.  Through  their  board  memberahip. 
Networks  have  important  clinical  expertise  in  nqjhrology  that  gives  them  substantial 
abiUty  to  assess  and  follow  up  complaints  regarchng  the  adequacy  of  the  clinical  care 
being  provided.  But  the  Networks  have  httle  authority  to  enforce  corrective  actions. 
The  States,  on  the  other  hand,  have  enforcement  authority  for  violations  pf  the  Medicare 
Conditions  for  Coverage,  but  tend  to  lack  the  clinical  expertise  concerning  renal  care. 
Little  coordination  occurs  between  States  and  Network.  The  Networks  do  refer  to  the 
State  agencies  complaints  which  concern  the  Medicare  Conditions.  We  found  that  in 
1998  each  Network  referred,  on  average,  three  complaints  to  the  States.  But,  the 
Networks  report  that  the  State  agencies  do  not  routinely  inform  them  of  the  results  of 
complaint  investigations  or  even  whether  they  conducted  an  investigation.  Similarly, 
Networks  themselves  do  not  tend  to  be  any  more  forthcoming  in  informing  the  States  of 
their  own  investigations.  In  the  same  vein.  Networks  and  State  agencies  seldom 
undertake  combined  investigations  in  response  to  complaints  about  the  quality  of  care." 

Medicare  certification  surveys  play  a  limited  role  in  ensuring  facilities  meet 
minimum  standards. 

HCFA  relies  solely  upon  the  State  survey  agencies  to  conduct  on-site  certification 
surveys  to  ensure  a  facility's  compliance  with  the  Medicare  Conditions  for  Coverage.^* 
States  conduct  an  initial  siu^ey  of  all  newly  established  facilities  to  ensure  that  they 
meet  minimum  standards.  Thereafter,  States  conduct  recertification  surveys  to  ensure 
ongoing  compliance.  Both  surveys,  particulary  the  recertification  surveys,  provide  an 
opportunity  to  examine  the  actual  day-to-day  practices  of  the  faciUty.  Some  of  the  major 
components  of  a  dialysis  facility  survey  include:  examining  the  reuse  of  hemodialyzers 
and  water  treatment  areas,  interviewing  patients  and  staff,  observing  personnel,  and 
reviewing  patient  medical  records  and  personnel  files. 
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The  elapsed  time  between  Medicare  surveys  is  increasing.  In  1995, 20  percent  of 
ESRD  facilities  had  not  been 
surveyed  in  the  past  three  years.^' 
By  the  end  of  1998,  that  number 
had  grown  substantially  to  44 
percent  of  facilities  not  receiving 
a  survey  in  the  past  three  years. 
(See  figiire  2.)  Ten  percent  of 
facilities  had  not  been  surveyed  in 
6  years  or  more  by  the  end  of 
1998.  The  average  elapsed  time 
between  surveys  had  doubled 
between  1994  and  1998,  from 
once  every  1.7  years  in  to  once 
every  3.4  years'"*  In  fact,  during 
1998,  States  surveyed  only  17 
percent  of  facilities.  This  is  a 
dramatic  decrease  compared  to 
1993  when  over  50  percent  of 
facilities  received  a  survey.^' 

A  major  reason  for  the  decline  in 
ESRD  surveys  is  competing 
budget  demands.*^  Nursing 
homes  and  home  health  agencies 
both  have  mandatory  survey  cycles  established  by  Congress.'*^  As  a  result,  nursing 
homes  and  home  health  agencies  receive  funding  priority  over  ESRD  facilities,  which 
lack  such  a  mandate.  In  addition,  ESRD  facilities  are  included  under  the  category  of 
non-long  term  care  providers,  which  also  includes  non-accredited  hospitals,  psychiatric 
hospitals,  ambulatory  surgical  centers,  and  hospices.  All  of  these  providers  compete  for 
the  same  pool  of  resources  allocated  by  HCFA.  Currently,  non-long  term  care  facilities 
appear  tenth  on  a  list  of  12  HCFA  workload  priorities  for  State  agencies.'" 

Medicare  Conditions  for  Coverage  for  dialysis  facilities  provide  an  inadequate 
foundation  for  accountability.  Established  in  1976,  the  Conditions  fail  to  reflect  major 
changes  in  the  delivery  of  dialysis  services,  in  the  organizational  auspices  of  dialysis 
faciUties,  and  in  the  concepts  of  quality  oversight  and  quality  improvement.  During  our 
inquiry,  the  following  emerged  as  particularly  notable  shortcomings: 

►     The  facility  governing  body  is  insufficiently  accountable  for  the  quality  of  care 
facilities  provide.  The  Conditions  do  not  explicitly  hold  the  governing  body 
accountable  for  overall  patient  care  and  outcomes.'*^  In  practice,  responsibility  is 
often  diffused  among  administrators  and  distant  parent  corporations.  At  times,  this 
makes  it  difficult  for  the  Networks  and  State  survey  agencies  to  get  timely 
information  and  sustained  attention  to  corrective  actions. 


Figure  1.  Growth  In  Medicare  Certification  Survey  Backlog 
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*■     The  medical  director  has  limited  authority  and  as  such  is  inadequately 

accountable  for  the  quality  of  care.  Medical  directors  and  Networic  officials  often 
stressed  to  us  that  medical  directors  tend  to  exert  little  influence  over  the  day-to-day 
care  offered  in  dialysis  facilities  and  have  little  authority  to  do  so.  They  are 
particularly  frustrated  when  attending  nephrologists  do  not  engage  in  quality 
improvement  efforts  or  address  situations  where  medical  directors  thought  patients 
were  receiving  inadequate  care.  These  are  serious  limitations  addressed  only 
indirectly  in  the  existing  Medicare  Conditions.'** 

►    Facilities  are  not  required  to  report  electronically  on  standardized  performance 
measures  determined  by  HCFA.  The  limited  capacity  of  some  facilities  to  provide 
electronic  submission  of  data  has  inhibited  Network  initiatives  to  collect  facility- 
specific  data.  Under  HCFA's  plans  for  collecting  and  using  clinical  performance 
data  in  the  years  ahead,  it  will  be  essential  for  facihties  to  meet  standard 
specifications  for  electronic  reporting. 

*"    Facilities  are  not  required  to  conduct  their  own  quality  improvement  program. 

The  Medicare  Conditions  only  require  facihties  to  monitor  specific  events  and  do 
not  exphcitly  require  facilities  to  continually  improve  care  and^or  to  identify  trends 
in  care.  Without  such  a  mandate,  and  in  facihty  settings  where  the  pressures  of 
providing  adeqxiate  day-to-day  care  are  considerable,  it  is  often  difficxilt  to  devote 
much  attention  to  deUberative  efforts  that  would  identify  improvement  needs,  to 
collect  and  analyze  data  concerning  those  needs,  and  then  to  determine  and  monitor 
changes  m  facihty  practices. 

»■    Facilities  are  not  required  to  monitor  patient  satisfaction.  Patient  satisfaction  is 
an  important,  often  overlooked  dimension  of  quaUty.  The  Medicare  Conditions  do 
not  require  facihties  to  routinely  monitor  patient  satisfaction.  Some  Networks  have 
taken  the  initiative  to  develop  and  encourage  the  iise  of  patient  satisfaction  surveys. 
Similarly  some  dialysis  facihties  and  corporations  have  developed  patient 
satisfaction  surveys. 

State  survey  agencies  have  difficultly  mamtalning  the  expertise  of  surveyors. 

Facihty,  Network,  and  State  agency  staff  view  the  Medicare  siu-veys  as  an  important  part 
of  extemal  oversight.  However,  they  raise  concerns  about  the  skills  of  the  surveyors. 
They  stressed  that  dialysis  surveys  are  highly  technical,  requiring  knowledge  not  only  of 
water  treatment  processes  but  also  of  the  complexities  of  dialysis  treatment.  As  dialysis 
surveys  become  less  frequent,  surveyors  are  increasingly  hard  pressed  to  maintain  their 
famiharity  with  dialysis  facilities,  let  alone  keep  pace  with  technological  advances. 

HCFA  does  require  all  surveyors  to  attend  a  basic  training  course  specific  to  dialysis 
facihties  before  they  can  conduct  dialysis  surveys.*'  HCFA  also  provides  advanced 

training  courses  regularly.*^  However,  lessons  learned  in  these  courses  may  be  forgotten 
if  surveyors  do  not  have  the  opportunity  to  use  these  skills  regularly. 
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Medical  injuries  are  not  systematically  monitored. 

Medical  injuries  are  attributable  to  the  care  provided  to  the  patient,  not  to  the  patient's 
underlying  conditions.  Such  injuries  can  happen  even  in  the  best  of  health  care 
facilities/^  Some  dialysis  corporations  may  have  internal  systems  for  addressing 
medical  injuries,  but,  if  they  do,  little  is  known  about  their  scope  and  effectiveness. 
Some  States  have  adverse  event  reporting  requirements,  but  they  appear  to  be  of  little 
overall  consequence  to  dialysis  facilities.^"  Facihties  that  are  associated  with  hospitals 
accredited  by  the  Joint -Commission  for  Accreditation  of  Healthcare  Organizatioiis  are 
- :    subject  to  the  Commission's  "Sentinel  Event"  program  for  reporting  adverse  events,  but 
as  we  have  shown  in  a  prior  report,  this  system  is  still  in  an  early  stage  of  development.^ 
HCFA  lacks  any  requirement  that  facihties  estabhsh  their  own,  internal  systems  for 
identifying  and  analyzing  adverse  events  or  that  they  report  such  events  to  Networks  or 
States." 


HCFA  Does  Little  to  Hold  Networks  and  State  Survey  Agencies 
Accountable  for  Their  Effectiveness. 

Minimal  assessment  of  Networks'  performance. 

Project  officers  in  four  regional  offices  are  HCFA's  main  operational  contacts  with  the 
Networks.  These  project  officers  receive  considerable  information  fi-om  the  Networks. 
They  get  regular  updates  on  the  quality  improvement  projects  that  Networks  are 
mandated  to  conduct.  They  conduct  periodic  site  visits,  receive  quarterly  reports 
providing  detailed  updates  on  the  Networks'  activities,  and  receive  annual  reports  with  a 
comprehensive  smnmary  of  the  year's  activities. 

However,  this  regular  flow  of  information  results  in  Uttle  substantive  evaluation  and 
feedback  on  the  effectiveness  of  the  Networks.  How  effective  are  the  Networks  in  using 
standardized  performance  data  to  foster  overall  improvement  across  facilities  and,  in 
particular,  in  poorly  performing  facihties?  How  successful  are  they  in  operating  a 
complaint  system  tiiat  is  accessible,  fair,  and  responsive  to  complainants?  We  found  few 
signs  of  probing,  independent  assessments  of  these  and  other  such  basic  questions.  Nor 
does  HCFA  call  for  the  Networks  themselves  to  address  such  evaluative  questions  in 
more  than  a  passing  way. 

HCFA's  most  formal  mechanism  for  evaluating  the  Networks  is  the  year-end  evaluation 
questionnaire  that  the  project  officers  complete  and  send  to  the  central  office.  This  is  a 
three-page  form  that  poses  13  performance-related  questions,  and  in  each  case,  calls  for 
the  project  officer  to  indicate  "satisfactory,"  "unsatisfactory,"  or  "comments  attached."^^ 
In  our  review  of  the  completed  questionnaires  for  all  18  Networks  in  1998,  we  found 
that  in  the  total  inventory  of  234  questions,  all  but  2  were  checked  satisfactory.'^ 
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Further  HCFA  does  not  hold  the  Networks  accountable  for  how  the  facilities  in  their 
regions  fare  on  HCFA's  Clinical  Performance  Measures  Project.  There  are  notable 
differences  from  Network  to  Network.  For  example,  across  all  18  Network  regions,  the 
percentage  of  hemodialysis  patients  with  a  Kt/V  ^1.2  ranged  from  74  percent  to  87 
percent  for  the  last  qiiarter  of  1998.  Similarly,  the  percentage  of  hemodialysis  patients 
with  hemoglobin  levels  >10  gm/dL  ranged  from  72  to  85  percent  among  the  Networks." 
In  this  context,  it  is  important  to  note  that  HCFA  gives  the  Networics  Uttle  discretion  to 
xmdertake  a  range  of  quality  improvement  activiti^  targeted  to  the  distinctive  needs  of 
their  region.  Instead,  HCFA  reqiiires  them  to  conduct  formal  quality  improvement 
projects  that  can  take  years  to  complete  and  that  must  follow  a  prescribed  format. 

Minimal  assessment  of  State  survey  agencies'  performance. 

HCFA's  assessment  of  the  performance  of  the  State  sxirvey  agencies  is  even  less 
exacting  than  that  for  the  Networks.  In  the  past,  HCFA  would  conduct  validation 
surveys,  through  which  HCFA  staff  would  review  dialysis  facilities  shortly  after  a  State 
certification  survey.'*  Recently,  HCFA  eliminated  these  in  favor  of  periodically 
observing  State  surveyors'  performance  and  offering  advice  and  assistance  as  appUcable. 
While  the  latter  approach  has  potential  and  may  well  involve  some  useful  informal 
assessment  and  feedback  to  the  State  surveyors,  we  found  no  evidence  of  substantive 
evaluation  and  feedback  to  the  States  on  such  key  matters  as  the  effectivaiess  of  the 
surveys,  the  skill  of  the  sxirveyors,  and  the  adequacy  of  collaboration  with  the  Networks. 

HCFA  relies  on  State  agencies  to  assess  their  own  performance  and,  by  woridng  with  the 
HCFA  regional  offices,  to  develop  and  implement  their  own  quality  improvement  plans. 
This  process  is  called  the  State  Agency  Qiiality  Improvement  Program  (SAQIP).  The 
program  addresses  State  survey  activities  generally,  and  fails  to  specifically  assess 
dialysis  sur'eys.  The  siumnary  report  that  HCFA  issues  on  SAQIP  activities  provides 
few  meaningful  insights  into  the  challenges  or  successes  of  any  one  State." 

Minimal  public  disclosure. 

HCFA  offers  no  readily  accessible  public  information  (e.g,  on  the  Internet)  on  any 
Network  or  State  actions  taken  by  either  Networks  or  States  to  protect  the  public.  All 
Networks  have  websites,  but  they  vary  significantly  in  the  amount  and  type  of 
information  that  they  post.  None  publishes  any  information  on  complaints  received  and 
•  investigated  at  a  particular  facility  or  on  any  corrective  actions  pending  against  a 
particular  facility.  Similarly,  Uttle  information  if  readily  available  on  the  performance  of 
States.  Survey  results  are  available  only  upon  request  and  are  difficult  to  interpret. 
Results  are  not  routinely  posted  on  the  Internet  or  in  facilities. 
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R    CO  MM  E  N  b  A  T  I  O  N  S 


The  230,000  patients  receiving  life-sustaining  dialysis  treatments  rely  upon  the 
professionalism  of  their  caregivers  and  the  internal  monitoring  efforts  of  their  facilities 
to  provide  high  quality  care  and  minimize  risks.  Yet,  documented  variations  in  the 
quahty  of  dialysis  care  and  reported  incidents  of  poor  care  reinforce  the  need  for  an 
external  quality  review  system  to  serve  as  a  safety  valve  for  patients. 

As  we  have  indicated,  the  quality  oversight  system  carried  out  on  HCFA's  behalf  by  the 
Networks  and  State  agencies  has  major  shortcomings.  It  is  imbalanced,  in  that  it  stresses 
improving  overall  quality  more  than  enforcing  minimum  requirements  that  protect 
patients  from  harm.  It  is  fragmented,  in  that  Networks  and  State  agencies  rarely 
coordinate  their  efforts  to  foster  patient  protections.  And,  fimdamentally,  it  lacks 
sufficient  accountability  on  the  part  of  the  Networks,  the  State  agencies,  and,  most  of  all, 
the  facihties  themselves. 

HCFA  should  exert  leadership  to  address  these  shortcomings.  In  this  section,  we  present 
two  guiding  principles  and  two  recommendations  that  address  how  HCFA  can  provide 
this  leadership.  In  doing  so,  we  stress  that  while  HCFA  has  authority  and  leverage,  it 
must  approach  the  Networks  and  State  agencies  as  partners  who  contribute  to  and  share 
a  commitment  to  high-quaUty  dialysis  care.  We  also  stress  that  external  oversight  must 
be  conducted  in  ways  that  minimize  the  regulatory  burden  on  dialysis  facilities  and  seek 
to  complement  the  facihties'  own  internal  quality  review  efforts.  In  some  cases  HCFA 
has  akeady  undertaken  initiatives  that  move  in  the  directions  we  call  for. 

We  present  our  recommendations  in  the  context  of  the  current  oversight  system  in  which 
HCFA  reUes  upon  the  Networks  and  State  survey  agencies.  We  believe  that  this  system 
has  the  potential  to  provide  effective  oversight.  Yet,  we  recognize  and  suggest  that 
HCFA  take  into  account  that  a  system  for  private  accreditation  of  dialysis  facihties,  if 
held  properly  accountable,  can  be  a  valuable  complement  —  particularly  because  it  can 
readily  adapt  state-of-the  art  standards  that  respond  to  changes  in  dialysis  delivery  and 
evaluation  methodology.** 

In  making  our  recommendations,  we  must  stress  that  our  focus  is  on  the  external  quaUty 
oversight  of  dialysis  facihties  and  not  on  the  Medicare  payment  pohcies  concerning 
dialysis  treatment.  We  note  that  because  in  the  course  of  our  interviews  and  in  the 
professional  hterature  many  parties  have  expressed  concern  that  the  fragmented  nature 
of  the  payment  system  and  the  current  rate  of  reimbursement  for  dialysis  treatment  are 
themselves  factors  that  may  adversely  effect  the  quality  of  dialysis  care.  We  offer  no 
such  evidence  in  this  report,  but  recognize  that  they  are  factors  warranting  attention,  as 
has  been  pointed  out  by  the  Institute  of  Medicine  and  the  Medicare  Payment  Advisory 
Commission.*' 
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Finally,  we  recognize  thai  our  findings  and  recommendations  suggest  a  sense  of  urgency 
in  improving  the  quality  oversight  of  dialysis  facilities.  At  the  same  time,  we  recognize 
tiiat  in  an  environment  of  limitai  resources  and  competing  priorities,  all  the  actions  we 
call  for  cannot  readily  be  taken.  We  present  them  as  a  blueprint  for  actions  that  can  be 
carried  out  over  a  reasonable  period  of  time. 

GUIDING  PRINCIPLE  1.  HCFA  should  steer  external  oversight  of  the 
quality  of  dialysis  faciJities  so  that  it  reflects  a  balance  between 
colleglal  and  regulatory  modes  of  oversight. 

In  our  work  on  external  quality  oversight  of  various  kinds  of  health  care  providers,  we 
have  found  it  helpful  to  consider  oversight  efforts  in  terms  of  a  continuum,  characterized 
by  a  collegial  approach  on  one  side  and  a  regulatory  approach  on  the  other.  External 
reviewers  in  the  collegial  mode  focus  on  educating  and  improving  performance;  those  in 
a  regulatory  mode  focus  on  investigating  and  enforcing  of  minimimi  requirements.  In  ^\ 
the  continuum  below,  we  present  the  major  characteristics  we  associate  with  each  mode. 


Figure  2.  A  Continaam  of  External  Review 

CoDegial  Mode  Regulatory  Mode 

(Educate  and  Elevate)  (Investigate  and  Enforce) 


Cooperative 
Flexible 

Foster  Process  Improvements 

Guidance 

Trusting 

Professional  Accountability 
Confidentiality 
Systems  Focus 
Improve  Patient  Outcomes 


Challenging 
Rigid 

Enforce  Minimums 

Directive 

Skeptical 

Public  Accoimtability 
Public  Disclosure 
Outlier  Focus 

Minimize  Preventable  Harm 


Both  approaches  have  value  and  ardent  supporters.  But,  as  the  National  Roundtable  on 
Health  Care  Quahty  and  others  have  found,  neither  approach  is  backed  with  sufficient 
data  to  warrant  concentrating  on  one  at  the  expense  of  the  other.*"  A  credible  system  of 
external  review  must,  therefore,  reflect  a  reasonable  balance  between  the  two. 

In  the  current  system  of  oversight,  the  State  agencies  clearly  operate  on  the  regulatory 
side  of  the  continuum.  They  are  public  bodies  that  as  HCFA's  agents  perform  on-site 
surveys  that  can  serve  as  the  basis  for  regulatory  actions.  But  as  we  have  shown,  the 
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frequency  of  those  surveys  has  declined  markedly,  resulting  in  only  17  percent  of  ail 
dialysis  facilities  being  surveyed  in  1998. 

In  contrast  to  the  State  agencies,  the  Networks  function  on  the  coUegial  side  of  the 
continuum.  They  are  governed  primarily  by  physicians  who  are  associated  with 
individual  facilities,  who  have  expertise  on  dialysis  treatments  that  State  agency 
representatives  lack,  and  who  stress  education  and  improvement  objectives.  As  we  have 
shown,  their  collegial  orientation,  which  can  often  be  effective,  is  apparent  in  how  they 
use  standardized  performance  data  and  respond  to  complaints.  Some  Networks  do 
reflect  a  greater  readiness  to  take  a  more  challenging  approach  to  faciUties,  but  their 
limited  authorities,  resources,  and  mandate  from  HCFA  preclude  them  from  moving 
very  far  in  this  direction.  In  working  with  the  Networks,  HCFA  in  recent  years  has 
reinforced  their  collegial  role,  viewing  them  increasingly  as  fimctioning  in  a  penalty  free 
environment,  while  the  State  agencies  serve  as  the  regulators. 

The  Networks  have  much  to  offer  in  using  collegial  approaches  to  foster  improvements 
in  the  quality  of  care.  Given  their  greater  expertise  on  dialysis  matters  and  their  closer 
relationships  with  dialysis  facilities,  it  would  seem  to  be  desirable  for  HCFA  to  look  to 
them  to  tilt  toward  the  collegial  end  of  the  continuum.  But  it  is  not  feasible  for  a  Federal 
oversight  entity  not  to  have  some  clear  requirements  for  enforcing  minimum  standards 
of  performance.  HCFA,  we  believe,  should  exert  a  steering  role  that,  over  time,  achieves 
a  reasonable  balance  between  the  two  approaches  to  oversight.  In  our  recommendations, 
we  offer  specific  suggestions  on  how  that  can  be  done. 


GUIDING  PRIMCIPLE  2.  HCFA  should  steer  the  external  oversight  of 
dialysis  facilities  so  that  Networks  and  State  survey  agencies 
collaborate  more  effectively. 

As  we  have  shovm,  the  Networks  and  State  agencies  operate  in  two  separate  realms  and 
rarely  interact.  Given  the  crucial  and  often  interrelated  roles  that  both  play  as  HCFA's 
agents,  it  is  vital  that  HCFA  provide  direction  that  faciUtates  better  collaboration. 
Through  a  clear  delineation  of  their  mutual  roles,  specific  operational  mandates,  support 
for  demonstration  efforts,  sharing  of  information  about  promising  approaches,  and 
perhaps  other  ways,  HCFA  can  steer  the  efforts  of  the  Networks  and  State  agencies  in 
ways  that  foster  more  frequent  and  effective  collaboration.  The  joint  efforts  taking  place 
in  Texas  illustrate  some  of  the  potential  that  exists.  (See  our  companion  report,  External 
Quality  Review  of  Dialysis  Facilities:  Two  Promising  Approaches.) 
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RECOMMENDATION  1.  HCFA  should  hold  individual  dialysis 
facilities  more  fully  accountable  for  the  quality  of  care. 

1a.  HCFA  should  revise  the  Medicare  Conditions  for  Coverage  for  dialysis 
facilities  so  that  they  serve  as  a  more  effective  foundation  for  accountability. 

The  current  Conditions  are  close  to  a  quarter  century  old.*'  It  is  time  for  HCFA  to 
update  and  reinforce  them  as  a  tool  for  holding  dialysis  facilities  accountable  for  the 
quality  of  care  they  provide.  A  number  of  years  ago,  HCFA  proposed  a  set  of  revisions 
that  reflected  some  progress  in  this  direction.  But  that  effort  stalled.  We  recommend 
that  HCFA  revise  the  current  Conditions  so  that,  at  a  minimum,  they: 

Strengthen  the  accountability  of  the  dialysis  facility  governing  body.  The 
governing  body  should  be  held  clearly  accountable  for  the  overall  quality  outcomes 
provided  by  the  facihty."  Moreover,  since  most  dialysis  facilities  are  now  part  of 
national  or  multi-national  corporations,  the  governing  bodies  should  ensure  that 
authoritative  representatives  are  readily  available  to  respond  to  queries  and/or  visits 
by  State  sxuvey  agencies  or  Networics." 

►  Reinforce  the  accountability  of  the  dialysis  facility  medical  director  for  patient 
care.  While  the  governing  body  of  the  facility  is  the  basic  source  of  accountability, 
the  medical  director  should  clearly  be  empowered  as  the  on-site  agent  most  directly 
responsible  for  the  quaUty  of  care  being  delivered.  In  this  capacity,  the  medical 
director  should  clearly  have  the  authority  to  develop  and  monitor  quahty 
improvement  efiforts,  to  serve  as  an  educational  resource  for  medical  and  nursing 
staff,  and,  where  individual  care  staff  are  not  performing  adequately,  to  bring  that  to 
the  attention  of  the  facility's  designated  governing  authority.** 

>  Require  facilities  to  report  electronically  on  standardized  performance  measures 
determined  by  HCFA.  HCFA  must  make  clear  a  facility's  obUgation  to  report 
facihty-specific  patient  outcome  data  to  a  designated  entity  or  entities  on  a  national 
set  of  performance  measiu-es."  As  HCFA  continues  to  foc\is  more  on  performance 
measures,  facilities  must  submit  their  data  electronically  in  order  to  make  this  task 
feasible  and  allow  for  timely  analysis  and  dissemination  of  the  data. 

*■    Require  dialysis  facilities  to  conduct  their  own  quality  improvement  program.  An 

internal  quality  improvement  program  serves  as  a  valuable  complement  to  network- 
wide  or  national  improvement  efforts.  It  is  a  mechanism  for  addressing  the 
distinctive  needs  of  a  facility  and  of  fostering  a  culture  of  continuous 
improvement." 
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*•     Require  dialysis  facilities  to  establish  internal  systems  for  identifying  and 

analyzing  the  causes  of  medical  injuries  and  medical  errors.  Injuries  associated 
with  patient  care  will  happen  from  time  to  time  and  a  facihty  must  be  alert  to 
spotting  them  and  learning  from  them.  Such  internal  systems  help  protect  patients 
from  harm. 

*■    Require  dialysis  facilities  to  monitor  patient  satisfaction.  Over  the  past  25  years, 
patients  have  come  to  play  an  increasingly  important  role  in  their  own  health  care, 
and  techniques  of  assessing  patient  satisfaction  have  become  increasingly 
sophisticated.  Given  that,  it  is  reasonable  to  expect  dialysis  facihties  to  integrate 
patient  satisfaction  as  an  element  in  their  own  quality  improvement  efforts. 
Moreover,  an  ongoing  mechanism  for  monitoring  patient  satisfaction  can  serve  can 
serve  as  a  way  of  surfacing  patient  concerns  that  complaint  systems  do  not.*^ 


1b.  HCFA  should  use  facility-specific  performance  measures  to  encourage 
facilities  to  improve  the  quality  of  care  and  to  help  ensure  facilities  meet 
minimum  standards. 


We  recommend  that  HCFA  move  in  the  direction  of  collecting  and  disseminating 
facility-specific  performance  data  and  of  using  such  data  in  a  balanced  fashion  —  for 
both  improvement  and  enforcement  purposes.  HCFA  has  made  progress  in  developing 
and  using  performance  measures  that  provide  the  basis  for  assessing  the  quality  of 
dialysis  care.  But,  thus  far,  HCFA  has  focused  on  using  performance  measures  almost 
completely  for  improvement  purposes  by  focusing  on  national  and  regional  frends.  It  is 
time,  we  believe,  to  build  on  this  progress  by  using  performance  measures  as  a  key 
mechanism  for  holding  individual  facihties  more  accountable  for  the  care  they  provide. 

Identify  a  core  set  of  performance  indicators  to  collect  regularly  on  all  patients 
from  facilities.  HCFA,  with  input  from  the  professional  community  and  from  patients 
and  patient  advocates,  should  determine  a  core  set  of  clinical  indicators  that  will  be  used 
to  help  facihties.  Networks,  State  svu^ey  agencies,  and  the  pubUc  assess  the  quahty  of 
care  at  a  facility  while  ensuring  patient  confidentiality.  Once  estabhshed,  this  core  data 
set  should  be  continually  examined  and  revised  so  that  it  includes  the  most  pertinent, 
reliable  measures.  HCFA  has  already  implemented  core  data  sets  for  other  providers, 
such  as  nursing  homes  and  home  health  agencies,  which  serve  vulnerable  patient 
populations.  It  is  time  to  do  the  same  for  dialysis  facihties.  In  the  interest  of  accuracy 
and  timeliness,  HCFA  should  develop  a  system  that  collects  the  performance  data  on  a 
regular  basis  directly  from  patient's  medical  records.  At  a  minimimi  HCFA  should 
collect  these  measures  annually  and  work  towards  quarterly  reporting. 

HCFA  has  already  begun  to  take  significant  steps  toward  the  goal  of  facility-specific 
data.  Namely,  HCFA  has  invested  in  an  extensive  computer  infrastructure  for 
electronically  linking  facihties.  Networks,  and  HCFA  together.  This  system  will  make  a 
data  collection  of  this  size  more  feasible.*^  HCFA  has  also  created  the  National  ESRD 
Core  Data  Set  Initiative  to  begin  to  develop  a  core  data  set  for  dialysis  facilities. 
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Already,  HCFA  has  funded  the  creation  of  three  facility-specific  rqwrts.  One  facihty- 
specific  report  is  to  be  used  by  Networks  and  the  facihties  for  quality  improvement 
purposes.**  HCFA  has  also  developed  two  other  fecihty-specific  reports  that  will 
contain  performance  data,  one  for  State  survey  agencies  and  one  for  consumers.'"  These 
three  reports  rely  largely  on  HCFA  billing  data  for  clinical  indicators  such  as  urea 
reduction  ratios,  hematocrit  levels,  and  patient  mortality. 

Disseminate  comparative  facility-specific  reports  to  facilities,  Networks,  State 
survey  agencies,  and  the  public  containing  all  the  performance  indicators  in  the 
core  set  Once  HCFA  has  a  data  collection  system  in  place,  it  should  generate  quarterly, 
facility-specific  reports  that  compare  facilities  to  their  own  past  performance  and  to  their 
peers  at  the  State,  Network,  and  national  levels  for  each  of  the  performance  indicators  in 
the  core  set  Where  possible,  HCFA  should  account  for  case  mix  differences  among 
faicihties.  At  a  minimiim,  this  should  include  patient  demographic  infonnation. 
Eventually,  HCFA  should  generate  similar  reports  at  the  physician  level. 

The  data  in  these  reports  should  be 
made  readily  available  to  all  parties: 
the  facihties,  the  Networks,  the  State 
agencies,  and,  through  Internet 
websites  (and  perhaps  even  postings 
in  facihties),  the  general  pubUc. 
Such  an  effort  will  require  HCFA  to 
ensure  patient  confidentiahty  and 
may  call  for  statutory  changes.  As 
we  previously  mentioned,  HCFA 
aheady  has  an  effort  underway  to 
develop  a  core  data  set,  the  National 
ESRD  Core  Data  Set  Initiative. 
However,  HCFA  has  not  yet 
determined  specifically  how  this  data 
set  will  be  used  by  all  the  various  parties. 

We  also  recognize  the  sensitivities  associated  with  such  widespread  release  of  this 
information.  The  data,  many  note,  can  be  misleading.  For  instance,  some  patients  may 
not  choose  to  have  optimum  dialysis  treatments  because  they  wish  to  spend  less  time  on 
dialysis.  To  help  foster  the  responsible  use  of  the  performance  data,  we  suggest  that  all 
quarterly  performance  reports  include  a  prominent  statement  up  fi-ont  noting  the 
limitations  of  the  data  and  emphasizing  that  performance  data  are  indicators,  not 
absolute  markers  of  quality. 

At  the  core,  the  performance  data  can  help  reviewers  ask  better,  more  targeted  questions 
about  quality.  If  a  facility's  performance  on  a  measure  or  a  cluster  of  measures  has  been 
declining  over  time  or  is  consistently  less  than  that  of  other  facilities  with  a  similar 
patient  mix,  then  it  is  reasonable  to  ask  why  and  to  do  so  in  a  public  forum.  The  einswers 


 . — .  

Figures.  The  core  set  of  facility-specific 
performance  measures  should  be  available  to: 

^   facilities  to  support  internal  quality 
improvement  activities, 

►  Networks  to  support  regional  quality 
iinprovement.activities  and  to  identify  outliers 
for  further  review, 

►  State  survey  agencies  to  help  guide  and 
inform  the  survey  process,  and 

►  the  public  to  foster  public  accountability. 
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might  well  indicate  that  such  a  facihty  is  actually  a  top-quality  one,  with  sound  reasons 
for  its  statistical  ranking.  Or,  they  could  indicate  that  the  facility  does  have  problems 
warranting  attention. 

>•    Facilities.  Perhaps  the  most  compelling  reason  for  distributing  facihty-specific 
standardized  performance  data  is  to  spur  internal  improvements  by  the  facilities 
themselves.  Such  data  can  help  leadership  in  the  facilities  gain  a  better  sense  of 
how  the  facility  is  performing  and  can  provide  the  leadership  with  valuable  leverage 
for  initiating  change.  This  would  appear  particularly  true  in  competitive  markets. 

►  Networks.  Once  equipped  with  facihty-specific  performance  data.  Networks  will 
have  a  valuable  additional  tool  to  guide  their  external  oversight  of  facilities.  HCFA 
should  require  that  Networks  use  these  data  for  both  improvement  and  enforcement 
purposes.  It  should  look  to  the  Networks  to  take  the  lead  in  identifying  best 
practices,  conducting  educational  and  technical  assistance  efforts,  and  other 
initiatives  that  foster  continuous  improvement  in  the  quality  of  care  provided  at 
dialysis  facilities.  At  the  same  time,  HCFA  should  look  to  the  Networks  to  work 
with  outUer  facilities  that  have  continued  poor  performance  that  cannot  be  explained 
by  extenuating  circumstances.  HCFA  should  also  make  clear  that  this  may  well  call 
for  imposing  corrective  actions,  or  perhaps,  referrals  to  the  Statie  survey  agencies  or 
HCFA  itself. 

►  State  survey  agencies.  The  professional  renal  community  is  concemed  about  the 
potential  use  of  performance  data  to  trigger  State  surveys.  Their  concern  centers 
around  the  credibility  of  such  information  in  identifying  problem  facihties  and  in 
the  use  of  performance  data  for  regulatory  as  opposed  to  improvement  purposes. 
We  recognize  the  danger  of  drawing  upon  performance  data  too  literally  as  an 
alarm-call  for  a  regulatory-focused  State  survey.  Yet,  we  see  no  basis  for  not 
regularly  sharing  such  data  with  the  State  surveyors.  Together  with  other 
information  that  the  State  may  have  on  a  facihty,  it  can  help  guide  the  surveyors 
when  they  do  survey  a  facihty  or,  in  cases  when  the  information  seems  compelling 
enough,  influence  when  they  decide  to  conduct  a  survey." 

►  The  public.  With  the  rapid  advances  taking  place  in  information  and  medical 
technology,  patients  and  consumers,  in  general,  are  becoming  increasingly  active 
partners  in  their  own  health  care.^^  Even  though  many  dialysis  patients  may  not  be 
inclined  to  draw  on  facihty  performance  data,  many  of  them  and  many  family 
members,  surely  would  be  interested  in  such  data.  Moreover,  the  influence  of 
public  release  would  likely  contribute  to  how  seriously  facihties  respond  to  the  data. 
HCFA  has  moved  in  this  direction  in  providing  data  on  the  performance  of  nursing 
homes  and  managed  care  organizations.'''  It  should  do  the  same  for  dialysis 
facilities.  HCFA's  posture  toward  performance  data  should  be  that  if  they  are  worth 
collecting,  they  are  worth  disclosing. 
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1c.  HCFA  should  strengthen  the  complaint  system  for  dialysis  patients  and 
staff. 

Work  with  the  Networks  and  the  State  survey  agencies  to  establish  an  effective 
complaint  system.  On  the  basis  of  this  inquiry  and  our  prior  inquiries  of  external 
quality  oversight  of  health  care  providers,  we  have  developed  a  template  for  an  effective 
complaint  system.  Below,  we  identify  and  explain  the  ei^t  key  elements  of  that 
template.  We  present  it  here  as  a  frame  of  reference  for  the  kind  of  system  that  HCFA 
should  seek  to  estabhsh  in  the  dialysis  field. 


1                                 Table  2.  Template  for  an  Effective  Complaint  System 

1  Element 

j  Description 

1  Accessibility 

j  Makes  efforts  to  inform  potential  users  of  the  system  and  is  easy  to  use. 

1  Objectivity 

j  Respects  the  rights  of  all  parties  involved.  Conducts  unbiased  investigations. 

Investigative  Capacity 

Has  access  to  clinical  expertise  and  has  sufficient  resources  and  authority  to 
thoroughly  review  and  evaluate  complaints,  including  the  ability  to  go  on-site 
whenever  necessary. 

1  Timeliness 

1  Complaint  investigations  conclude  within  a  reasonable  time  fiame. 

Responsiveness  to 
Complainants 

Complainants  receive  substantive  information  about  the  process  and  any 
resulting  actions. 

Enforcement  Authority  and 
FoUow-up 

Has  the  audiority  to  hold  facilities  and  individuals  accountable  when 
complaints  are  substantiated.  Follows  up  with  appropriate  corrective  actions. 

Improvement  Orientation 

Uses  complaints  to  help  identify  opportunities  for  improvement  and 
prevention. 

Public  Accountability 

Facility-specific  complaint  information  is  available  to  the  pubhc  so  that  they 
can  be  aware  of  any  disciplinary  actions  or  any  past  problems  at  a  particiilar 
facility. 

Conduct  pilot  projects  to  test  ways  in  which  the  Networks  and  the  State  survey 
agencies  could  work  together  to  create  an  integrated  complaint  system.  Given  the 
fragmented  nature  of  the  current  complaint  systems,  we  recognize  that  even  at  best  it  is 
likely  to  take  some  time  to  develop  a  system  that  as  a  whole  reflects  the  characteristics 
of  the  above  template.  Thus,  we  urge  HCFA  first  to  convene  representatives  from  the 
Networks  and  State  survey  agencies  to  identify  ways  in  which  these  two  entities  can 
woik  together  most  constructively,  drawing  on  their  respective  strengths.  Secondly,  we 
urge  HCFA  to  conduct  pilot  efforts  through  which  Networks  and  State  agencies 
implement  a  unified  complaint  system  based  on  our  template.  The  results  of  such  pilots 
could  help  guide  the  efforts  of  other  Networks  and  States  and,  over  time,  could  provide 
the  basis  for  explicit  expectations  incorporated  in  HCFA  contracts  with  both  the 
Networks  and  States. 
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Develop  a  common  instrument  tbat  facilities  and  others  could  use  to  assess  patient 
satisfaction.  For  many  patients,  an  anonymous  response  to  a  patient  satisfaction  survey 
may  serve  as  a  safer  vehicle  for  expressing  concern  than  a  formal  complaint  to  a  facility. 
Network,  or  State  agency.  We  have  akeady  called  for  HCFA  to  revise  the  Medicare 
Conditions  for  Coverage  so  that  facilities  are  required  to  conduct  their  own  assessments 
of  patient  satisfaction.  Given  the  importance  of  this  kind  of  effort,  we  also  call  upon  . 
'  HCFA  to  exert  national  leadership  to  facilitate  the  development  of  a  common  instrument 
that  dialysis  facilities  could  use  to  assess  patient  satisfaction.  This  could  draw  upon  the 
instruments  that  some  dialysis  corporations  have  akeady  developed  and  use  for  their 
own  infernal  monitoring  efforts.  HCFA  could  make  such  an  instrument  available  to 
facilities  for  their  own  use.  HCFA  could  also  test  such  an  instrument  on  a  national. 
Network,  or  even  facility-specific  basis.  Recently,  the  Medicare  Payment  Advisory 
Commission  made  a  similar  recommendation."* 

Id.  HCFA  should  enhance  the  role  of  Medicare  on-site  certification  surveys. 

Determine  an  appropriate  minimum  cycle  for  conducting  Medicare  certification 
surveys  of  dialysis  facilities.  Routine  on-site  surveys  of  dialysis  facilities  are  important 
to  help  ensure  that  facilities  comply  with  minimum  standards  outlined  in  the  Medicare 
Conditions  for  Coverage."  But,  as  we  have  shown,  the  elapsed  time  between  the  State 
surveys  has  been  growing,  with  the  result  that  close  to  half  of  all  facilities  have  not  been 
surveyed  within  a  3-year  period.  As  a  result,  siuveyors  have  difficulty  maintaining  their 
skills.'*  By  contrast,  nursing  homes  and  home  health  agencies,  which  also  serve 
vulnerable  populations,  are  surveyed  according  to  a  congregsionally  mandated  cycle.  By 
determining  an  appropriate  minimum  cycle  for  dialysis  facihties,  HCFA  will  increase 
the  attention  that  dialysis  quality  issues  receive  and  will  enable  surveyors  to  better 
maintain  their  competencies. 

Conduct  pilot  tests  to  determine  the  potential  of  Network  and  State  joint  initial 
certification  visits  of  dialysis  facilities.  All  new  facilities  must  undergo  an  initial 
certification  visit  by  the  State  survey  agency.  We  suggest  that  this  initial  review 
presents  a  major  opportunity  for  State  agencies  and  Networks  to  bring  together  their 
respective  strengths  and  ensure  that  the  facilities  have  in  place  the  necessary  elements  to 
provide  top-quality  dialysis  care.  We  recognize  that  at  the  time  of  initial  reviews  few 
patients  are  receiving  treatment  at  the  facility  and  therefore  major  problems  rarely  are 
imcovered.  We  think  that  initial  reviews  provide  an  opportunity  for  the  Networks  and 
States  to  work  together  cooperatively  without  the  pressures  associated  with  a  for-cause 
investigation.  Such  a  joint  effort  would  get  the  two  entities  more  accustomed  to  working 
together  and  could  therefore  have  residual  benefits  for  their  other  oversight  fimctions. 

1e.  HCFA  should  facilitate  the  development  of  publicly  accountable  means  for 
identifying  serious  medical  injuries  and  analyzing  their  causes. 

We  have  already  recommended  that  HCFA  require  facilities  to  develop  their  own, 
internal  mechanisms  for  addressing  medical  injiuies  and  medical  errors.  It  is  essential, 
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we  believe,  for  this  internal  safeguard  to  be  complemented  with  an  external,  publicly 
accountable  means  for  addressing  adverse  events  resulting  in  death  or  serious  harm 
while  ensuring  patient  confidentiality.  The  Institute  of  Medicine  recently  called  for  a 
mandatory  national  system  for  reporting  of  such  adverse  events  in  hospitals  and  other 
health  care  faciUties.''  Given  that  dialysis  treatments  are  paid  for  primarily  by  Medicare 
fimds,  and  that  HCFA  has  the  major  responsibihty  for  the  external  quality  oversight  of 
the  facilities,  dialysis  faciUties  are  an  ideal  candidate  for  testing  this  kind  of  reporting 
system.  The  system  should  provide  for  the  analysis  of  adverse  events  and  for  any 
necessary  corrective  actions  at  the  facilities  involved.  It  should  also  involve  the 
maintenance  and  regular  analysis  of  a  data  base  of  such  events  m  order  to  identify 
injury-prevention  strategies  that  could  be  shared  across  facilities. 

In  particular,  we  suggest  that  HCFA  work  with  the  Networks  to  estabUsh  pilot  efforts  to 
conduct  such  monitoring.  Those  pilots  should  test  ways  to  identify  major  adverse  events 
occurring  in  dialysis  facilities  that  trigger  subsequent  analyses  that  shed  light  on  (1)  the 
causes  of  the  events  in  those  faciUties  and  (2)  the  broader  prevention  strategies  that  can 
be  taken  across  faciUties.  In  any  such  pilot  effort,  HCFA  should  require  that 
coUaborative  arrangements  be  made  with  the  State  survey  agencies.'* 


RECOMMENDATION  2.  HCFA  should  hold  the  Networks  and  State 
survey  agencies  more  fully  accountable  for  their  performance  in 
overseeing  the  quality  of  care  provided  by  dialysis  facilities. 

The  Networks  are  private,  federally  funded  contractors  accountable  to  HCFA  for  their 
performance.  The  State  survey  agencies  are  pubUc  bodies  accountable  to  their  States' 
governors  and  legislatures,  but  also  to  HCFA  for  the  services  they  are  providing  on 
behalf  of  Medicare  beneficiaries.  If  HCFA  is  to  hold  the  facilities  more  accountable  as  . 
we  called  for  in  the  prior  recommendations  and  if  it  is  to  continue  to  rely  upon  the 
Networks  and  State  agencies  as  its  main  agents  toward  that  end,  then  it  must  also  find 
ways  to  hold  those  agents  more  accoimtable.  Below,  we  set  forth  specific  actions  HCFA 
can  take. 

2a.  HCFA  should  issue  policy  guidance  delineating  the  distinctive  roles  of  the 
Networks  and  State  survey  agencies  in  quality  oversight  and  providing  direction 
on  how  they  should  collaborate. 

HCFA  should  clearly  state  that  the  Networks  serve  as  its  primary  agents  in  fostering 
continuous  quality  improvement  in  the  care  provided  to  dialysis  patients,  but  yet  must 
also  support  enforcement  efforts.  Similarly,  it  would  be  helpful  for  HCFA  to  clearly 
state  that  the  State  survey  agencies  serve  as  HCFA's  primary  agents  in  enforcing 
compUance  wiih  the  Medicare  Conditions  for  Coverage,  but  also  must  support 
improvement  opportunities.  With  the  two  entities  having  a  mutual  appreciation  of  these 
distinctions,  the  stage  is  more  effectively  set  for  effective  joint  efforts  —  for  a  more 
effective  oversight  process  that  marries  the  clinical  expertise  of  the  Networks  with  the 
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regulatory  powers  of  the  State  agencies.  HCFA  can  convey  this  in  two  ways.  For 
Networks,  their  contracts,  particularly  in  the  section  explaining  HCFA's  Health  Care 
Quality  Improvement  Program,  would  seem  to  be  a  particularly  appropriate,  vehicle.  For 
the  State  agencies,  the  aimua!  budget  call  letter  would  appear  to  be  the  most  appropriate 
forum. 

We  recognize  that  there  are  significant  barriers  to  achieving  collaboration  between  the 
Networks  and  the  States.  As  we  have  already  mentioned.  Networks  and  States  take 
markedly  different  approaches  to  oversight.  Also  limited  resources  make  it  difficult  for 
the  States  and  the  Networks  to  have  face-to-face  meetings.  This  may  be  even  more 
difficult  for  the  Networks  because  most  Networks  cover  multi-state  regions.  Finally, 
HCFA  needs  to  address  the  issue  of  confidentiality  and  if  necessary  request  statutory 
changes  so  that  the  Networks  and  the  States  can  disclose  information  to  one  another  and 
to  the  pubUc. 

HCFA  should  also  target,  for  both  the  Networks  and  State  agencies,  particular  spheres  of 
activity  in  which  collaborative  arrangements  are  not  only  desirable,  but  also  necessary. 
HCFA  should  go  beyond  the  general  statements  on  coordination,  as  now  appear  in  the 
Network  contracts,  and  offer  firm  direction.  HCFA  should  then  hold  both  parties 
accountable  for  adhering  to  that  direction.  At  a  minimimi,  the  Networks  and  State 
agencies  should  be  held  accountable  for  collaboration  in  the  following  four  areas: 

Sharing  facility-specific  data.  Such  data  are  important  vehicles  for  faciUty  self- 
improvement.  But  they  also  can  be  useful  (if  not  necessarily  determinative)  in 
informing  State  on-site  surveys. 

Sharing  State  survey  results.  Similarly,  results  of  the  State  surveys  can  be  helpful 
to  the  Networks  as  they  carry  out  their  quality  improvement  efforts  and  as  they 
address  specific  complaints  involving  individual  facilities. 

►  Working  together  in  addressing  complaints.  To  help  protect  patients,  the 
Networks,  and  State  agencies  should  agree  on  when  to  make  referrals  to  one  another 
involving  complaints.  The  pilot  efforts  we  called  for  earUer  can  be  helpful  here. 

►  Consulting  one  another  on  areas  of  expertise.  States  and  Networks  both  need  to 
be  valued  for  their  perspective  and  expertise.  Networks  could  help  surveyors  target 
facilities  for  surveys  and  help  monitor  and  correct  deficiencies  involving  the  quaUty 
of  care.  Similarly,  States  could  help  Networks  enforce  minimums  and  identify 
regional  trends.  To  make  sure  this  occurs,  HCFA  should  estabUsh  guidelines  for 
when  Networks  and  States  should  solicit  the  advice  or  assistance  of  the  other. 

One  way  in  which  HCFA  can  facilitate  collaboration  between  the  Networks  and  States  is 
to  convene  forums  in  which  HCFA,  Network,  and  State  officials  come  together  to 
discuss  the  approaches  to  collaboration,  the  barriers  that  inhibit  them,  and  actions  that 
might  be  taken  to  overcome  such  barriers.  The  forums  could  also  provide  a  good  venue 
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to  showcase  promising  approaches  to  collaboration  that  some  Networks  and  States  have 
already  undertaken. 

2b.  HCFA  should  fester  greater  accountability  of  the  Networks. 

Develop,  with  input  from  the  Networks,  a  system  for  performance-based 
evaluations  of  the  Networks.  This  system  would  have  to  be  established  from  the 
ground  up  since  no  such  system  is  in  place  now.  The  current  evaluations  of  Network  are 
rudimentary,  more  of  an  accounting  of  activities  than  an  evaluation  of  performance.  We 
call  for  a  reinvention  of  this  entire  ^proach  in  a  way  that  minimizes  routine  annual 
reporting  burdens  and  maximizes  opportunities  for  substantive  assessment  and 
continuous  improvement 

We  suggest  that,  at  least  at  the  start,  this  reinventing  effort  focus  on  two  central 
questions: 

»■    How  effectively  are  Networks  drawing  on  standardized  performance  data  to 

improve  the  overall  clinical  performance  of facilities  in  their  region  and  to  ensure 
that  poor  performers  meet  minimum  standards  of  care?  Given  the  development  of 
increasingly  sophisticated  clinical  performance  measxu-es  for  facihties,  it  is 
reasonable  to  use  them  as  key  references  in  assessing  the  Networks'  own 
performance.  HCFA  has  moved  in  this  direction  with  the  Medicare  Peer  Review 
Program.  It  would  appear  to  be  timely  to  do  the  same  for  Networks. 

*■    How  effectively  are  Networks  using  a  complaint  system  as  a  quality-of-care 
safeguard?  Hie  template  we  developed  offers  eight  specific  elements  that  can  be 
examined  to  help  answer  this  question. 

As  HCFA  puts  in  place  a  performance-based  evaluation  system,  it  should  give 
the  Networks  increased  flexibihty  in  how  they  use  their  resources.  Such 
flexibility  should  enable  Networks  to  develop  improvement  projects,  intervention 
strategies,  educational  efforts,  and  other  initiatives  that  are  most  pertinent  to  their 
region.  The  aim  should  be  to  find  reasonable  ways  of  holding  Networks  more 
accountable  for  results  that  make  a  difference  in  patient  care  while  giving  them 
added  discretion  in  tailoring  their  efforts  to  the  needs  and  characteristics  of  their 
regions.  Providing  Networks  with  the  added  flexibihty  we  call  for  need  not 
preclude  developing  a  nationwide  quality  improvement  project  that  all  Networks 
participate  in,  if  the  rationale  for  that  effort  were  sufficiently  compelling. 

Increase  public  disclosure  of  information  on  the  Networks.  As  HCFA  proceeds  in 
developing  an  evaluation  system  as  we  call  for  above,  it  should  also  develop  a  core  set 
of  information  on  Network  activities  and  performance  that  would  be  readily  available  to 
the  pubhc,  preferably  on  the  Internet  —  either  on  HCFA's  own  web  site  or  on  the 
Networks'  web  sites  or  posted  in  facilities.  Such  disclosure  can  be  particularly 
important  in  helping  the  media,  advocates,  patients,  and  other  interested  parties 
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understand  how  Networks  use  performance  data  to  improve  dialysis  care  and  of  how 
they  handle  complaints.  In  the  process,  it  reinforces  the  point  that  publicly-funded 
Networks  are  accountable  to  the  general  public  as  well  as  to  HCFA. 

2c.  HCFA  should  foster  greater  accountability  of  the  State  survey  agencies. 

Establish  a  means  to  periodically  assess  the  State  surveys.  One  way  HCFA  could 
better  assess  the  State  surveyors  is  to  observe  more  State  surveys.  This  provides  HCFA 
with  the  opportunity  tcprovide  direct  feedback  to  surveyors  and  can  be  more  instructive 
and  timely  than  validation  surveys.  However,  because  of  the  technical  nature  of  these 
surveys,  it  may  be  difficult  for  HCFA  personnel  to  develop  and  maintain  the  expertise  to 
constructively  assess  State  surveys.  In  this  regard,  HCFA  should  consider  developing  a 
small  group  of  contracted,  experienced  dialysis  surveyors  that  it  could  draw  upon  to 
periodically  observe  State  surveys  as  well  as  to  investigate  complaints  as  needed.  For 
years,  HCFA  has  reUed  upon  a  panel  of  contracted  psychiatric  surveyors  to  survey 
psychiatric  hospitals.  A  similar  mechanism  could  be  used  for  the  oversight  of  dialysis 
faciUties. 

Increase  public  disclosure  of  information  on  the  State  survey  agencies.  Disclosing 
information  about  the  activities  and  performance  of  the  State  survey  agencies  is  just  as 
important  as  for  the  Networks.  Particularly  relevant  would  be  information  on  the 
number  of  surveys  conducted,  the  specific  facilities  surveyed,  the  type  of  deficiencies 
found,  and  the  corrective  actions  taken.  As  with  the  Networks,  HCFA  could  post  this 
and  other  pertinent  information  on  its  own  website  or  call  for  the  States  to  post  it  on  their 
own  or  even  post  it  within  the  faciUties  as  is  the  case  for  nursing  homes.'' 
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C  OM  M  E  NT  S  ON  TH  g  IJRA  FT^R^ 


We  received  comments  on  the  two  draft  reports  from  HCFA  and  three  additional  outside 
parties:  the  Forum  of  the  End  Stage  Renal  Disease  Networks,  the  Association  of  Health 
Facihty  Survey  Agencies,  and  the  American  Association  of  Kidney  Patients.  Based  on 
the  comments  we  changed  one  recommendation  and  made  several  technical  changes  to 
the  report.  We  include. the  complete  text  of  the  comments  in  appendix  C.  Below  we 
summarize  the  comments  and,  in  italics,  we  offer  our  responses. 

HCFA  Comments 

HCFA  generally  supported  our  findings  and  recommendations  and  responded  by 
submitting  a  detailed  action  plan.  The  action  plan  outlines  HCFA's  commitment  to 
collect  and  disclose  facihty-specific  performance  data,  increase  on-site  siirveys,  revise 
the  Conditions  for  Coverage,  strengthen  the  complaint  process,  and  explore  ways  to 
implement  a  system  to  monitor  adverse  events.  HCFA  indicated  that  it  intends  to 
establish  minimnm  performance  standards  for  some  clinical  outcomes.  HCFA  did  take 
issue  with  our  recommendation  to  require  joint  Network-State  initial  certification 
surveys  of  facilities.  HCFA  also  expressed  concerns  with  assessing  patient  satisfaction, 
given  a  likely  low  response  rate. 

We  find  HCFA  's  detailed  action  plan  to  he  a  positive  step  toward  strengthening  the 
system  of  oversight  for  dialysis  facilities.  We  caution  HCFA  not  to  include  specific 
performance  measures  or  minimum  thresholds  within  the  Conditions  for  Coverage.  This 
will  prevent  timely  updates  as  scientific  knowledge  advances.  We  believe  that  measures 
with  minimum  thresholds  would  be  more  aptly  laid  out  in  provider  agreements  with 
facilities.  With  regards  to  HCFA 's  concern  about  joint  Network-State  surveys,  we 
revised  the  recommendation  to  state  that  HCFA  should  first  conduct  pilot  tests  to 
determine  the  effectiveness  of  this  approach  rather  than  requiring  it.  We  recognize  the 
shortcomings  of  such  an  approach,  but  we  maintain  that  initial  certification  surveys 
offer  a  less  threatening  environment  compared  to  afor-cause  survey.  Thus,  Networks 
and  States  may  find  it  easier  to  work  together.  We  also  think  initial  certification  surveys 
are  a  good  opportunity  for  the  facility  to  meet  both  the  Networks  and  the  States  before  a 
problem  arises.  We  encourage  HCFA  to  move  forward  with  assessing  patient 
satisfaction  even  given  the  likelihood  of  low  response  rate.  Finally,  we  want  to  further 
stress  that  HCFA  release  any  and  all  facility-specific  data  that  it  collects  to  the  public. 

Forum  of  the  End  Stage  Renal  Disease  Networks  Comments 

The  Forum  agreed  with  the  majority  of  our  findings  but  expressed  concerns  over  several 
of  our  recommendations.  The  Network  took  issue  with  our  finding  that  Networks  rarely 
target  poor  performing  facilities.  It  emphasized  that  Networks  and  States  approach  such 
facihties  in  different  ways  and  both  approaches  are  valuable.  It  cautioned  against 
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specifying  outcome  targets  in  the  Conditions  for  Coverage.  The  Forum  raised  concerns 
that  efforts  to  monitor  adverse  events,  patient  satisfaction,  and  the  pubHc  release  of 
performance  data  may  undermine  the  coUegial  role  of  the  Networks.  It  suggested  that  - 
initial  certification  surveys  may  not  provide  the  best  opportunity  for  joint  Network  and 
State  surveys  and  suggested  instead  joint  surveys  of  poor  performers.  It  also  took  issue 
with  our  recommendation  for  developing  a  performance-based  evaluation  mechanism  for 
the  Network  without  a  similar  requirement  for  the  States.  Finally,  it  pointed  out  the 
Networks'  role  in  monitoring  transplant  centers  was  not  addressed. 

We  recognize  that  some  Networks  are  targeting  poor  performing  facilities,  but  our 
evidence  shows  that  many  Networks  are  not  and  that  many  do  not  have  reliable  facility- 
specific  data  to  identify  such  facilities.  We  want  to  reiterate  that  the  Networks  and 
States  both  have  responsibilities  to  ensure  minimums  and  to  improve  the  overall 
performance.  It  is  not  feasible  at  this  time  for  the  Networks  to  work  exclusively  in  a 
non-punitive  manner.  We  believe  that  the  Texas  example  presented  in  our  second  report 
demonstrates  that  Networks  and  States  can  work  in  both  realms,  each  with  their 
respective  emphases.  We  agree  that  joint  Network-State  surveys  of poor  performers  may 
be  valuable  arui  may  be  an  option  that  HCFA  would  want  to  test  along  with  joint  initial 
certification  surveys.  Given  the  emphasis  of  the  Networks  on  quality  improvement  and 
the  States '  emphasis  on  enforcing  minimums,  we  think  that  it  is  feasible  to  hold  the 
Networks  accountable  for  improving  the  performance  of  their  facilities.  We  call  for 
States  to  be  held  accountable  for  their  role  in  enforcing  minimums.  Finally,  we  agree 
that  the  oversight  of  renal  transplant  centers  is  important,  but  that  issue  was  beyond  the 
scope  of  this  inquiry.  '  ' 

Association  of  Health  Facility  Survey  Agencies  Comments 

The  Association  of  Health  FaciUty  Survey  Agencies  (AHFSA)  agreed  with  the  majority 
of  our  findings  and  recommendations,  but  indicated  that  we  failed  to  provide  any 
discussion  of  funding  issues.  Specifically,  it  called  for  additional  funding  for  States  to 
conduct  more  surveys.  AHFSA  also  offered  several  additional  recommendations  that 
provide  more  operational  approaches  to  our  recommendations.  It  supported  the  notion 
of  greater  collaboration  between  the  Networks  and  the  States,  the  public  release  of 
facility-specific  outcome  data,  and  called  for  the  Conditions  for  Coverage  to  require 
reporting  of  adverse  events  to  the  States. 

We  acknowledge  in  the  report  that  competing  budget  demands  is  a  major  reason  for  the 
lack  of  surveys  and  recognize  that  many  of  recommendations  will  require  additional 
funds.  We  address  the  concern  about  funding  of  the  State  agencies  by  calling  for  HCFA 
to  determine  an  appropriate  minimum  cycle  for  conducting  surveys.  HCFA  itself 
addressed  this  issue  in  its  comments  by  noting  that  the  President 's  Budget  for  FY  2001 
calls  for  a  substantial  increase  in  funding  for  ESRD  surveys.  However,  our 
recommendations  require  more  than  just  additional  funding  —  they  also  require  strong 
leadership  on  the  part  of  HCFA. 
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American  Association  of  Kidney  Patients  Comments 

The  American  Association  of  Kidney  Patients  (AAKP)  strongly  agreed  with  otir 
recommendations  and  beUeved  that  our  recommendations  could  result  in  better  care  for 
patients.  AAKP  pointed  out  its  own  concerns  with  the  variability  among  Networks  and 
States.  It  beUeves  that  the  greater  accountability  we  call  for  will  lead  to  more  consistent 
performance  across  Networks  and  States.  AAKP  also  highlighted  HCFA's  current 
efforts  underway  to  release  performance  data  pubhcly  and  asked  us  to  ensure  that 
funding  to  implement  our  recommendations  does  not  come  at  the  cost  of  funding  patient 
activities. 

We  are  pleased  to  receive  such  strong  support  from  AAKP  which  represents  the  patients 
that  we  aim  to  protect.  In  our  report  we  acknowledge  HCFA 's  effort  to  release 
performance  data  to  the  public  and  we  believe  it  is  a  step  in  the  right  direction. 
Furthermore,  we  underscore  AKKP 's  point  that  funding  for  oversight  activities  should 
not  jeopardize  patient  care. 
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 Methodology  

HCFA 

We  interviewed  HCFA  officials  responsible  for  the  ESRD  program  at  both  the  Central 
Office  and  the  four  lead  ESRD  regional  offices  (Boston,  Kansas  City,  Dallas,  and 
Seattle.)  This  included  all  the  project  officers  for  the  Networks  and  HCFA  officials 
involved  with  the  State  survey  and  certification  programs.  We  gathered  information  on 
how  HCFA  evaluates  the  Networks  and  State  agencies,  their  perceptions  on  the  strengths 
and  weaknesses  of  the  program,  and  any  recommendations  they  had  for  improving  the 
oversight  of  dialysis  facilities. 

ESRD  Networks 

We  conducted  a  mail  survey  of  all  18  Networks  to  gather  information  on  the  types  of 
performance  data  Networks  use  and  collect,  on  how  they  handle  complaints  and  adverse 
events,  and  how  often  they  conduct  on-site  surveys.  All  1 8  Networks  responded.  In 
addition  to  our  survey,  we  received  and  analyzed  the  following  documents  from  all  the 
Networks:  1997  annual  reports,  1998  annual  reports,  and  1998  responses  to 
complainants.  — 

We  selected  nine  Networks  to  participate  in  telephone  interviews.  We  chose  at  least  two 
Networks  from  each  of  the  four  lead  HCFA  regions.  Network  staff  and  board  members 
participated  in  the  interviews,  which  covered  topics  related  to  the  oversight  of  faciUties 
such  as  quality  improvement  projects  and  other  sources  of  performance  data,  complaint 
procedures  and  trends,  and  their  relationships  with  HCFA  and  State  agencies.  We  also 
selected  two  Networks  for  site  visits  lasting  several  days.  These  visits  included 
interviews  with  staff,  board  members,  patients,  and  renal  professionals.  While  on-site 
we  examined  their  complaint  files.  Three  additional  Networks  received  site  visits  that 
involved  discussions  with  Network  leadership  about  oversight  in  general. 

State  Survey  Agencies 

In  order  to  gain  information  on  the  State  agencies  we  analyzed  HCFA's  On-line  Survey, 
Certification  and  Reporting  System  (OSCAR)  to  determine  the  frequency  with  which 
State  agencies  conduct  Medicare  certification  and  complaint  surveys  of  ESRD  facilities 
which  includes  both  transplant  facilities  and  dialysis  facilities.  We  pulled  two  data  sets 
from  the  system:  one  in  May  1999  and  one  in  August  1999.  We  analyzed  these  data  sets 
using  SAS  and  Excel  software  programs.  In  addition,  we  interviewed  five  State  survey 
agencies.  We  also  observed  a  dialysis  facility  survey. 
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Stakeholder  Interviews 

We  interviewed  several  representative  of  organizations  involved  with  dialysis  issues. 
These  organizations  included  professional  groups,  consumer  groups,  Federal  agencies, 
and  Federal  contractors. 

Literature  Review 

Throughout  our  evaluation,  we  reviewed  various  documents  including  statutes  and 
regulations.  Federal  agency  documents,  poUcy  reports,  media  articles,  and  scientific 
journal  articles. 
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Major  Sources  of  Clinical  Performance  Data  for  ESRD 

Below  we  highlight  several  of  the  major  sources  of  performance  data  for  dialysis 
faciUties. 

HCFA's  Clinical  Performance  Measures  Project  Since  1994,  with  the  help  of  the 
Networks  and  faciUties,  HCFA  has  collected  a  set  of  measures  on  a  national  sample  of 
patients.  In  1999,  the  set  included  16  meas\ires  such  as  urea  reduction  ratio,  KtA^, 
hematocrit,  hemoglobin,  and  type  of  vascular  access.  Facilities  abstract  the  measures 
from  patient  medical  records  and  Networks  validate  a  sample  of  the  data.  HCFA 
disseminates  aggregate  measures  at  the  national  and  Network  level  to  the  renal 
community  and  the  pubUc.  The  sample  does  not  allow  facility-specific  analysis. 

Medicare  Billing  and  Enrollment  Data.  HCFA  claim  and  administrative  forms  are  a 
rich  source  of  information  on  patients  and  facilities,  such  as  patient  hematocrit  levels, 
urea  reduction  ratios,  and  mortality.  Since  1996,  HCFA  has  used  this  data  to  generate 
confidential  facility-specific  reports  on  anemia  management  for  its  National  Anemia 
Cooperative  Project.  A  few  Networks  reported  using  the  anemia  data  to  monitor  facility 
performance  and  to  identify  facilities  in  need  of  interventions.  HCFA  currently  uses 
these  data  to  generate  various  facility-specific  reports  for  faciUties,  Netwbrks,  States, 
andthepubUc. 

United  States  Renal  Data  System.  Fimded  by  the  National  Institutes  of  Health  and 
partially  fimded  by  HCFA,  this  database  compiles  numerous  data  sources  on  renal 
patients,  most  of  which  come  from  Medicare  billing  data.  Each  year,  an  annual  data 
report  is  disseminated  to  the  pubUc  that  provides  trend  information  at  the  Network  and 
national  level.  Previously,  the  USRDS  generated  confidential,  faciUty-specific 
standardized  ratios  for  mortality,  hospitaUzation,  and  transplantation  for  faciUties,  which 
have  been  helpfiil  in  identifying  regional  problems  in  the  quality  of  care.  These  reports 
are  now  being  generated  by  HCFA.  Most  Networks  reported  that  they  use  the  USRDS 
methodology,  or  one  based  on  it,  to  calculate  their  own  standardized  mortaUty  ratios  for 
facilities.  A  few  Networks  reported  that  they  use  the  faciUty-specific  ratios  generated  by 
USRDS  to  identify  poor  performers. 

National  Surveillance  of  Dialysis  Associated  Disease.  This  voluntary  sxirvey,  started 
in  the  early  1970s  by  the  Centers  for  Disease  Control  and  Prevention,  monitors 
infectious  disease  rates,  such  as  hepatitis  B,  within  facilities.  It  also  collects  facility- 
specific  information  on  vaccination  rates,  vascular  access,  staffing  ratios,  and  reuse  of 
hemodialyzers.  The  data  are  disseminated  to  the  public  showing  trends  at  the  Network 
and  national  level.  Every  Network,  except  one,  reported  that  they  use  these  data  to  help 
determine  futiu^e  topic  areas  for  quality  improvement  projects,  to  provide  baseline  data. 
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and/or  to  identify  poor  performers.  These  data  are  not  readily  available  to  the  pubhc  or 
the  States. 

Network  Databases.  Networks  maintain  their  own  databases  that  vary  from  Network  to 
Network.  Some  of  the-elements  Networks  collect  on  their  own  and  some  they  obtain 
from  the  databases  hsted  above.  A  few  Networks  disseminate  confidential  facility- 
specific  reports  to  facihties.  Network  data  is  not  regularly  available  to  HCFA,  States,  or 
the  pubUc. 
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Comments 


In  this  appendix  we  include  the  full  text  of  comments  of  the  parties  that  responded  to  our 
two  draft  reports.  We  present  them  in  the  following  order: 

•  HCFA 

•  Forum  of  the  End  Stage  Renal  Disease  Networks 

•  AssociationofHealthFacility  Survey  Agencies 

•  American  Association  of  Kidney  Patients 
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DEPASTMENT  OF  HEALTH  &  HUftlAN  SEEVICES 


H«aith  C«r«  Hfunelng  AdministTstlon 


DATE: 
TO: 

FROM: 

SUBJECT: 


June  Gibbs  Brown 
Inspector  General 


Nancy-Ann  l£a  Dtfarie    N-^C'A'^'''^  — 
Administrator,  Health  Care  Finandng  Administration 

OfEce  of  Inspector  General  (OIG)  Draft  R^xjtt,  "Extemal  Quality  Rc/iew  of 
Dialysis  Facilities,  A  Call  For  Greater  Accountability"  (OEI-0 1-99-00050)  and 
Two  Promising  /qjproaches"  (OEI-01-99-00051) 


Thank  you  for  conducting  a  thorough  rwiew  of  the  external  quality  oversight  of  dialysis  facilities 
m  the  United  States  and  the  roles  played  by  the  Health  Care  Financing  Administratioa  (HCFA), 
the  State  STjrvcy  agencies,  and  the  End  Stage  Renal  Disease  (ESRD)  Networks.  HCFA  welcomes 
the  report's  findings  and  views  the  findings  as  an  opportunity  to  make  the  changes  necessaiy  to 
improve  the  oversight  and  quality  of  care  in  dialysis  facilities  participating  in  the  Medicare 
program.  We  are  committwi  to  working  with  ttie  State  survey  agencies  and  the  Networks  to 
ensure  that  dialysis  patients  receive  hi^  quality  care. 

Our  efforts  to  improve  performance  of  the  dialysis  facilities  have  had  some  measurable  success. 
For  example,  between  1994  and  1998  the  percentage  of  ESRD  patients  with  adequate  hematocrit 
(red  blood  cell)  levels  increased  fi-om  55  to  83  percent  Additionally,  in  the  same  time  period, 
the  percentage  of  patients  receiving  adequate  dialysis  increased  from  49  to  74  percent.  We  also 
know  from  the  U.S.  Renal  Data  System,  a  joint  HCFA  and  National  Institutes  of  Health  project, 
the  one  year  mortality  rates  for  dialysis  patients  decreased  from  24.9  deaths  per  100  patient  years 
.ml990  to  22.8  in  1997. 

-These  improvements  are  due  in  part  to  the  leadership  role  HCFA  took  beginning  in  1994  to 
develop  clinical  indicaton  that  assess  the  quality  of  care  for  dialysis  patients.  This  effort  is  now 
known  as  the  Clinical  Performance  Measures  Project  (formcriy  the  National/Network  ESRD 
Core  Indicators  Project).  HCFA,  throu^  the  ESRD  nctwoiks,  collects  clinical  indicators  on  a 
national  sample  Of  dialysis  patients  in  tiie  areas  of  adequacy  of  dialysis,  anemia  management,  and 
serum  albumin  (a  protein  in  the  blood  that  is  an  indicator  of  the  patient's  overall  health).  These 
data  are  collected,  analyzed  and  described  annually  in  a  detailed  report,  the  ESRD  Clinical 
Perfonnance  Mzasures  Project  Annual  Report.  This  report  is  distributed  to  all  dialysis  providers 
for  their  use  in" identifying  opporuaiities  for  improvement.  Using  this  national  sampling 
approach,  we  have  documented  improvement  every  year  in  the  number  of  dialysis  patients 
achieving  the  benchmarks  for  these  clinical  indicators  since  1994. 
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Page  2  -  Jane  Gibbs  Brown,  Inspector  General 

We  have  also  xmdertaken  steps  to  begin  collecting  fijcility-specific  date,  something  your  reports 
advise  HCFA  to  do.  In  1 998,  HCFA  directed  the  development  of  1 6  clinical  perfoimance 
measures  that  we  are  collecting  from  a  sample  of  facilities  this  year.  This  effort  was  initiated  to 
implement  a  provision  in  the  Balanced  Budget  Act  of  1 997  that  requires  HCFA  to  measure  and 
report  the  quality  of  renal  dialysis  services.  The  16  clinical  measures  are  similar  to  those  of  the 
Core  Indicators  Project  described  above,  with  the  addition  of  measures  for  evaluating  vascular 
.  access  (the  point  of  access  to  the  dialysis  patient's  blood  stream).  In  1999  this  wodc  was  merged 
with  the  Core  Indicators  Project  and  the  combined  project  is  known  as  tiie  ESRD  Clinical 
Performance  Measures  (CPM)  Project  The  CPM  Project  is  part  of  a  larger  ESRD  Core  Data  Set 
tiiat  is  under  development  Through  the  ESRD  Core  Data  Set,  we  are  striving  to  determine  and 
report  accurate,  meaningful  &cility-specific  performance  measures  that  will  allow  comparisons 
across  dialysis  centers  and  will  ultimately  inraease  &cility  accountability  and  patient  choice. 
Facility-specific  data  profile  have  been  developed  for  the  use  of  State  Survey  Agencies. 

Despite  our  progress  in  improving  the  quality  of  care,  there  continue  to  be  weak  performing 
dialysis  facilities.  However,  the  Netwraks  and  States  are  working  aggressively  witii  these 
dialysis  facilities  to  improve  their  care.  We  also  intend  to  publish  in  early  2001  a  proposed  rule 
on  new  conditions  for  coverage  for  dialysis  fiicilities  that  will  strengthen  reqinrements.  In 
addition,  the  Presidoit's  FY  2001  budget  asked  Congress  to  dramatically  increase  the  funding 
level  for  surveys  of  ESRD  facilities  fix»m  S2.2  million  to  $6.3  million.  By  increasing  the  funding 
level,  Congress  would  enable  us  to  decrease  the  time  between  surveys  from  every  six  years  to 
every  three  years  and  increase  the  number  of  surveys  from  956  to  1 ,847  in  FY  200 1 . 

Our  response  to  yoitf  comments,  including  HCFA's  agency  action  plan  and  one  technical 
'  comment,  is  attached. 


Attachment 
Agency  Action  Plan 
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EXTERNAL  QUALITY  REVIEW  OF  DIALYSIS  FACILITIES 
A  CALL  FOR  GREATER  ACCOUNTABELITY 
AGENCY  ACTION  PLAN 


RECOMMENDATION  1.  HCFA  should  hold  individual  dialysis  facilities  more  fisUy 
accountable  for  the  qaallty  of  care. 

Ia.  HCFA  should  revise  the  Medicare  Conditions  for  Coverage  for  dialysis  facilities  so 
tiiat  they  serve  as  a  more  effective  foundation  for  accountability. 

Strengthen  the  accountabilitv  of  the  dialysis  facilltv  governing  body. 

•  KCFA  agrees  with  this  recommendation  and  will  prepare  a  comprehensive  proposed  rule  to 
revise  the  current  ESRD  conditions  for  coverage.  The  proposed  rule  would  require  fecilities 
to  collect  and  r^Kjrt  performance  measures  so  that  HCFA  can  monitor  the  quality  of  renal 
dialysis  services  provided  under  Medicare.  The  governing  body  of  the  fedlity  would  be 
responsible  for  the  collection  and  reporting  of  patimt  care  data  to  HCFA.  Increased 
emphasis  on  specific  health  and  safety  standards  such  as  water  quality  and  infection  control, 
would  be  included  also.  HCFA  expects  to  publish  this  proposed  rule  in  early  2001 . 

•  Under  the  conditions  for  coverage  rule,  HCFA  will  propose  that  a  facility's  governing  body 
be  held  accoimtable  for  the  development  and  monitoring  of  a  quality  assessment  and 
performance  improvement  program  (QAPI).  The  purpose  of  a  QAPI  program  is  to  ensure  that 
the  ESRD  facility  focuses  on  continuous  improvement  of  processes  of  providing  health  care 
services  to  meet  the  needs  and  improve  the  outcomes  for  dialysis  patients  rather  than  to  rely 
solely  on  detection  and  correction  of  problems.  The  proposed  QAPI  program  would  require 
each  feciliry  to  develop,  implement,  maintain,  and  evaluate  an  effective,  data-driven  program, 
under  which  fedlities  would  collect  and  report  clinical  outcomes  information  to  HCFA.  We 
intend  to  establish  minimum  performance  standards  for  certain  clinical  outcomes,  such  as 
adequacy  of  dialysis,  mitritional  status,  anemia  management,  and  other  appropriate  criteria. 
HCFA  would  also  propose  tiiat  fedUtics  which  feil  to  meet  minimiim  performance  criteria  be 
required  to  take  conective  actions  to  inq)rove  performance. 

Remforce  acconntability  of  dialysis  facQitv  medical  director  for  patient  care. 

•  HCFA  concurs  with  this  recommendation  and  will  revise  the  existing  procedin^  and 
interpretive  guidelines  that  State  survey  agencies  use  to  survey  dialysis  fecilities.  The  survey 
procedures  a^id  interpretive  guidelines  will  be  revised  in  2000  to  reinforce  accountability  of 
the  physician  director  for  patient  care 

•  Currently  ESRD  regulations  hold  the  physician  director  accountable  in  5  specific  areas  of 
patient  caiei-  parti  ciptation  in  the  selection  of  a  suitable  modality  for  each  patient;  assuring 
adequate  training  for  dialysis  nurses  and  technicians;  assuring  adequate  monitoring  of  all 
patients  and  the  dialysis  process  (including  home  dialysis  patients);  assuring  the  development 
and  availability  of  patient  care  policies  and  procedures,  including  types  of  dialysis  used  in  the 
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unit,  h^atids  preventioa  and  procedures,  and  a  disaster  preparedness  plan;  and  assuring  tiiat 
heme  dialysis  training  matedals  are  available  if  the  unit  offers  home  dialysis  training. 

Require  facUities  to  electronicaUv  report  gtandardized  performance  measnres  determined 

byHCFA. 

•  HCFA  has  already  begun  to  take  steps  &st  will  implement  diis  recocmieodation.  Under  a 
contract  witb  PRO- West,  HCFA  developed  16  clinical  performance  measures  (CPMs)  in  the 
areas  of  adequacy  of  hemodialysis,  adequa^r  of  peritoneal  dialysis,  anenia  management  and 
vascular  access.  The  collection  of  these  CPMs  was  pilot  tested  in  1999  by  the  ESRD 
Networks  using  a  national  sample  of  dialysis  patients.  In  2000,  the  Networks  will  again 
collect  these  CPMs  on  a  national  sample  of  patients.  Importantly,  HCFA  also  will  collect  the 
CPMs  from  a  sample  of  dialysis  fedlities  in  2000. 

•  As  the  OIG  Rqport  points  out,  we  are  developing  the  computer  infrastructure  that  will 
electronically  link  dialysis  facilities,  NetwoAs  and  HCFA.  The  proposed  ESRD  ccHiditions 
for  coverage  rule  would  require  facilities  to  electronically  report  data,  including  the  16 
CPMs,  to  HCFA.  The  facilities  would  use  a  computer  system,  the  Vital  Information  System 
for  Improvement  of  Outcomes  in  Nq)lin>logy  (VISION)  to  enter  data  and  transmit  it  to 
HCFA.  VISION  is  scheduled  for  in^lementation  in  January  2001. 

Require  facilities  to  condnct  their  own  Quality  Improvement  program. 

•  As  noted  above,  HCFA  will  be  proposing  a  revised  conditions  for  covaage  rtile  that  will 
require  each  dialysis  fedlity  to  develop  and  monitor  its  own  quality  assessment  and 
performance  improvement  program  (QAPQ.  This  program  may  include  clinical  measures 
such  as  adequacy  of  dialysis,  nutritional  status,  anemia  managemoit,  standard  mortality  data, 
emotional  and  social  well-being,  and  rdiabilitative  status.  The  QAPI  will  address  the  needs 
of  each  facility,  and  foster  a  culture  of  continuoiis  quality  improvement  within  the  facility. 

Require  facilities  to  establish  Internal  systems  for  identtfvtoy  and  analvrinp  die  causes  of 
medical  Injuries  and  medical  errors. 

•  HCFA  agrees  that  internal  tracking  systems  have  the  potential  to  help  identify  problems 
quickly  so  that  corrections  can  be  made  promptly  and  patients  protected.  In  recognition  of 
the  President's  announcenent  in  support  of  a  nationwide  system  of  medical  error  reporting 
diat  is  State-based,  we  will  explore  the  feasibility  of  using  this  system  for  ESRD  fecility 
oversi^L  Iq  addition,  under  tiie  proposed  ESRD  conditions  for  coverage  rule,  HCFA  wiB. 
encourage  facilities  to  have  ongoing  error  reduction  programs  in  place  as  part  of  their  Quality 
Assessment  and  Performance  Improvement  Program. 

Require  dialysts  facilities  to  monitor  patient  satisfaction. 

•  HCFA  concurs,  and  through  the  conditions  for  covoage  rule,  would  propose  the  collection  of 
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patient  satisfection  infonnation  as  a  nqxiitiug  reqoirment  However,  we  have  some  concem 
about  tiw  response  rate  for  patients  on  diromc  dialysis  and  the  validity  of  the  results.  The 
response  rale  for  ESRD-patients  in  the  latest  Consumer  Assessmqa  of  Health  Plans  (CAHP) 
survey  was  only  50  percent,  whereas  the  rate  fix  the  general  Medicare  population  was  over  80 
percent  CAHPs  is  a  HCF  A  survey  that  asks  Medicare  beneficiaries  questions  about 
satisfaction  widi  their  Health  Maintenance  Organizatioa  (HMO).  The  results  are  used  to 
evaluate  HMO  performance.  Given  our  concerns  wi&  the  response  rate,  we  will  examine 
ways  to  monitor  patient  .wrisftrtion  under  the  QAPI  program  tiiat  all  dialysis  fecilities  will  be 
required  to  implemeat  under  the  proposed  rule. 

IJb.  HCFA  sbovld  use  facility-specific  perfoniuuice  measures  to  encoorage  facilities  to 
improve  the  quality  of  care  and  to  help  ensure  facilities  meet  witniinnm  standards. 

IdenHfv  a  core  «et  of  performance  indicators  to  collect  refulariv  on  afl  patients  from 

facfljtie?! 

•  HCFA  concurs  witiiftis  recommendation.  In  1994,  HCFA  took  a  leadership  role  in 
developing  clinical  indicators  to  assess  Ifae  quality  of  care  for  dialysis  patients.  Through  the 
ESRD  Networks,  we  have  collected  clinical  indicators/measures  on  a  national  sample  of 
dialysis  patients  in  the  areas  of  adequacy  of  dialysis,  anemia  management,  and  serum 
albumin;  vascular  access  measures  were  added  in  1999.  The  data  are  collected  annually  and  a 
detailed  report  describing  tiic  findings  at  tiie  national  and  regional  level  is  disseminated  to  all 
dialysis  providers  for  their  use  in  identifying  opportunities  for  improvetacQL  A  national 
patient  sampling  approadi,  stratified  by  ESRD  Network  area  for  tiie  hemodialysis  patient 
sample,  was  chosen  initially  because  of  the  workload  burden  on  dialysis  facilities  and  the 
ESRD  Networks  in  using  a  hard  copy  reporting  system. 

•  Using  this  national  sampling  approach,  we  have  been  able  to  document  improvement  in  Ae 
number  of  dialysis  patients  achieving  4c  benchmarks  for  these  clinical  indicators  in  every 
year  since  1994.  Dialysis  providers  have  found  these  measures  and  the  annual  distributed 
report  of  findings  to  be  a  valuable  tool  in  assisting  them  to  improve  care.  By  2001,  we  plan 
to  collect  these  measures  on  all  patients  from  all  providers.  This  will  provide  HCFA  with 
facility-specific  data  that  can  be  used  to  assess  fedlity  compliance,  to  assist  fecilities  in 
improving  care,  and  to  rqwrt  fecility-specific  performance  to  die  public.  We  are  developing  a 
computer  system,  VISION,  that  will  allow  dialysis  facilities  to  collect  and  r^jort  these  data 
electronically  to  HCFA.  We  anticipate  pilot  testing  this  electronic  system  in  2000  with 
implememation  by  all  fecilities  in  200 1 . 

•  The  efforts  described  direcdy  above  are  part  of  the  larger  ESRD  Core  Data  Set  that  HCFA  is 
developing.  Dialysis  fecilities  will  be  required  to  collect  the  Core  Data  Set,  including  the  16 
Clinical  Performance  Measures,  for  all  palienis  and  report  regularly  through  VISION.  The 
first  draft  ofCore  Data  Set  elements  is  expected  to  be  ready  for  stakdiolder  comment  by  July 
2000. 
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•  We  also  would  propose  requirmg  facility-specific  measures  to  increase  facility  accountability 
to  HCFA  in  the  ESRD  conditions  for  coverage  regulation  such  as,  adequacy  of  dialysis, 
nutrition,  anemia  management,  standardized  mortality  ratios,  quality  of  life  and  rehabilitative 
status.  HCFA  will  propose  to  establish  minimum  performance  levels  in  the  areas  listed 
above  and  have  this  information  reported  by  each  facility  on  a  regular  basis. 

•  HCFA  is  using  these  facility-specific  measures  to  create  profiles  of  facilities  which  will 
include  composite  scores  that  rank  facilities  withiQ  the  State.  The  profiles  also  will  include 
data  and  information  related  to  patient  health  and  safety.  This  initiative  is  underway. 

•  HCFA  win  hold  fecilities  accountable  by  requiring  them  to  develop  performance 
improvement  projects  to  meet  minimum  federal  standards. 

Disseminate  cemparative  facilitv-spedfic  reports  to  facilities.  Network.  State  sarvev 
agencies,  and  the  pnb»|\  c«nt?'inNg  aU  of  tfae  performance  indicators  in  the  core  set 

•  HCFA  supports  this  recommendation.  We  are  currently  workihg  on  developing  an  Internet 
based  system  to  disseminate  facility-specific  reports  to  the  public,  similar  to  our  Nursing 
Home  Compare  Site.  A  first  set  of  facility-specific  measures  is  being  developed.  These 
measures  wQl  describe  facility  characteristics  and  the  quality  of  services  provided  dial  can  be 
reported  to  the  public 

This  first  set  of  measures  will  be  based  on  existing  HCFA  data  and  will  primarily  describe 
the  facility,  such  as  the  name  and  address  of  the  facility,  the  type  of  dialysis  treatments 
offered  by  the  fecility  and  number  of  hemodialysis  stations.  This  first  set  of  measures  will 
also  include  several  chnicai  measures,  such  as  the  percentage  of  patients  who  receive 
adequate  dialysis,  the  percentage  of  patioits  whose  anemia  was  corrected,  and  the  actual, 
compared  to  expected,  patient  survival  rale.  We  anticipate  that  these  firat  rq)orts  wiU  be 
available  to  the  public  by  the  end  of  2000.  We  plan  to  add  additional  measures  to  these 
reports  as  we  collect  data  electronically  fixim  the  dialysis  &cilities. 

•  Note  that,  in  order  to  disseminate  comparative  facility-specific  reports,  HCFA  will  need  to 
resolve  several  concerns  incliiding:  issues  relating  to  privacy  restrictions  on  the  rdease  of 
data;  issues  relating  to  privacy  restrictiops  regarding  release  of  physician-specific  data;  and 
issues  of  what  data  can  and  will  be  released  to  specific  groups  and  to  the  public  without 
breach  confidentiality. 

I.e.  HCFA  shoHld  strengthen  the  complaint  system  for  patients  and  staff. 

Work  with  the  Networks  and  the  State  survey  agencies  to  establish  an  eflgcttve  complaint 
system  for  dialysis  patients  Md  staff. 

•  HCFA  concurs  with  the  8  elements  presented  in  the  r^ort  as  a  template  for  an  effective 
complaint  system:  AcccssibiUty,  Objectivity,  Investigative  Capacity,  Taneliness, 
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Responsiveaess  to  Complaiiisiits,  Enfercemait  Authority  and  FoDow-vip,  Inmrovemcnt 
Orientation,  Public  Accoontability.  We  have  fonned  a  woikgroop  to  review  the  complaint 
process  to  make  it  easiaTnd  more  respoiisiveio  dial>^  palieats,  and  a  more  mam 
and  integrated  system  for  tiie  Networics  and  State  stirvey  agencies,  HCFA  wiD  also 
strengthen  procedures  for  anonymoos  complaints  to  avoid  die  possibility  of  retaliation  against 
patients. 

•  HCFA  is  dev^opiiig  anew  regTiIatory basis  fiM-Networic  response  to  complaints  diat  will 
sapport  both  more  complete  resp<»ise3  to  complaints  and  altonative  di.spiTp.  resolution 
mediods. 

Condact  pilot  projects  to  test  wavs  hi  which  die  Networic?  and  the  State  nirvey  agendea 
could  work  toy  tfaer  to  create  in  inteyated  complaint  rvstegy 

•  HCFA  agrees  that  pilot  projects  are  most  nscful  in  dcvdoping  a  viable,  structured  complaint 
process.  Networks  have  accompanied  die  State  survey  agencies  occasionally  on  complaint 
investigations  of  dialysis  fedlities.  HCFA  will  conduct  pilot  projects  to  dcvdop  an  effective, 
integrated  complaint  process,  as  resources  permit 

Develop  a  common  instmmeirt  diat  faciHtiej  and  otfaeri  conid  uit  to  a«sesa  patient 
satiafactiQii. 

•  During  development  of  the  proposed  ESRD  conditions  for  coverage  rule,  HCFA  intends  to 
explore  die  development  of  a  patient  satisfaction  instrument.  HCFA  will  review  the  patient 
satisfaction  surveys  that  some  dialysis  facilities  currently  use  and  take  mlo  consideration  the 
practical  difBculties  and  potential  burden  cm  fedlitiea  that  may  result  from  requiring  patient 
satisfaction  infonnarion. 

l.d.  HCFA  should  enhance  the  role  of  Medicare  on-dte  certification  surveys. 

Pennine  an  appropHafp  mfnimum  cvde  for  condnctin?  Medicare  certification  snrvevs  of 
diahrrii  farilitici, 

•  HCFA  agrees  diat  there  should  be  an  appropriate  TnrniTnmn  cycle  for  cotK&cting  Medicare 
surveys  of  dialysis  facilities.  The  President's  Budget  for  FY  2001  would  substantially 
increase  the  fonding  level  for  surveys  of  ESRD  fadlities  from  $22  million  to  $63  million. 
This  funding  level  would  allow  us  to  decrease  the  time  bctweai  surveys  from  every  6  to 
every  3  years,  and  increase  the  nnmbcr  of  surveys  frxim  956  to  1,847  in  FY  2001. 

Reqnire  joint  Network-State  agency  tarvevs  for  initial  certification  vishs  of  dialysis 
fadtities, 

•  HCFA  disagrees  that  Networics  and  States  should  conduct  initial  CCTtification  surveys.  As 
your  report  notes,  the  Networks  are  characterized  by  a  coUegial  approach  to  oversi^^it  with  a 
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focus  on  educating  and  improving  perfonnance.  In  contrast,  the  role  of  the  State  survey 
agencies  is  regulatory  with  an  emphasis  on  investigating  and  enforcing  minimum 
requirements.  We  believe  that  it  is  important,  to  distinguish  these  roles  during  the  initial 
certification  surveys.  These  initial  surveys  are  an  important  step  in  the  process  that  allows 
new  dialysis  providers  into  Medicare  to  treat  vulnerable  beneficiaries.  In  addition,  the 
Networks  are  not  structured  or  funded,  nor  is  it  their  mission  to  perform  initial  certification 
on-site  visits  of  dialysis  fecilities. 

Le.  HCFA  should  facilitate  die  development  of  publicly  accountable  means  for  identifying 
.  serious  medical  injuries  and  analyzing  their  causes. 

•  HCFA  agrees  tiiat  efforts  should  be  established  to  wo±  with  Networks  and  States  to  identify, 
mofiitor,  and  institute  improvement  projects  regarding  serious  medical  injuries  and  "near 
misses"  in  dialysis  fadlities.  The  Renal  Physicians  Association,  m  partnership  with  the 
Forum  of  ESRD  Networks,  has  formed  a  Patient  Safety  Committee  to  define  the  types  of 
WTors  of  concern  in  dialysis  facilities.  This  committee  is  also  considering  developing  a  data 
collection  too!  that  would  allow  the  tracking  of  medical  errors  in  dialysis  facilities.  HCFA 
intends  to  seek  statutory  authority  Aat  would  allow  us  to  apportion  Medicare  Trust  Fund 
money  for  this  data  collection  activity. 

RECOMMENDATION  2.  HCFA  should  hold  the  Networks  and  State  survey  agencies 
fully  accountable  for  their  performance  in  overseeing  tiie  quality  of  care  provided  by 
dialysis  facilities.  . 

2.SL  HCFA  should  issue  policy  guidance  delineating  the  distinctive  roles  of  the  Networks 
and  State  survey  agencies  in  quality  oversight  and  providing  direction  on  how  they  should 
collaborate. 

Sharing  facility  speciilc  data. 

•  HCFA  agrees  that  certain  facility  specific  data  held  by  the  ESRD  Networks  should  be  shared 
with  the  States  To  this  end,  HCFA  is  currently  working  with  the  Office  of  General  Counsel 
to  resolve  issues  stemming  finm  section  1 160  of  the  Social  Security  Act  that  deal  with 

.  "Prohibition  Against  Disclosure  of  Information"  by  Networks. 

Sharing  State  survey  results.  . 

•  HCFA  agref^s  that  Networks  would  benefit  fitim  receipt  of  State  agency  survey  findings  and 
corrective  action  plans.  To  this  end  we  will  develop  and  promulgate  a  process  to  make 
survey  findings  more  readily  available  to  Networks.  One  option  would  be  for  HCFA  to 
require  State  agencies  to  send  survey  results  to  Networks. 
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Woridng  together  to  addrewlng  eomplafaits. 

•  Wc  concur  that  a  smictnicd  joint  annpIajiitprc>cessc»ordIi^^ 

Network  and  the  State  survey  agencies  is  desiiable.  HCFA  will  conduct  pilot  projects  in 
this  area  to  develop  an  effective  complaint  process,  as  resources  permit.  In  order  to 
implement  this  task,  HCFA  wOl  ensure  &at  bothNetw(sks  and  States  hove  critical 
information  on  complaints. 

•  HCFA  has  devdoped  a  system  fijr  rqwrting  standardized  complaint  information  by  all 
Networks  tfarougji  the  Standard  InfonnaticHi  Management  System  (SIMS)  wbi<±.  became 
opentional  January  2000.  The  inq)lemcntation  of  SIMS  is  the  first  step  in  developing  an 
electronic  system  of  reporting  and  fi>Uowing  a  complaint  as  it  is  processed. 

Consttltfaig  one  mnother  on  prtaa  of  expertise, 

•  HCFA  agrees  and  is  working  to  fi^ilitate  collaboration  between  Netwodcs  and  States.  As 
desaibed  in  your  companion  report  *Txtemal  Quality  Review  of  Dialysis  Facilities,  Two 
Promising  Approaches,"  a  cooperative  rdationdrip  between  the  Network  and  State  agency 
has  been  established  in  Network  14.  In  1995,  the  Texas  State  legislature  enacted  a  law 
requiring  all  dialysis  fecilities  to  be  licensed  in  order  to  operate  in  the  State.  The  legislation 
established  a  fonnal  relationship  between  the  State's  Dqartmcnt  of  Hcalfe  and  the  Network's 
medical  review  board  who,  togeflier  with  the  renal  community,  developed  and  implemented 
standardized  performance  measures  for  dialysis  Polities. 

•  HCFA  win  establish  specific  guiddines  for  coordinating,  monitoring,  and  rq>orting  to  build  a 
more  cooperative  rdationship  between  States  and  Networks,  especially  in  the  area  of  sharing 
expertise  to  ftnthcr  protect  ESRD  patients.  In  addition,  as  fimding  pennits,  we  plan  to 
convene  forums  in  which  HCFA,  Network  and  State  officials  can  discuss  ways  to  partner  to 
ensure  quality  care  for  ESRD  patients. 

2J).  HCFA  should  foster  greater  accoBHtabiUty  of  the  Networks. 

Develop,  with  inpat  from  the  Networks,  a  syttem  for  performance-based  evahiations  of  the 
Networks. 

Network  agcomrtabUlty  efforts  ihonld  focns.  in  part,  on  how  the  Nefworfa  are  drawing  on 
standardired  performancg  data  to  improve  the  ovemn  cHwtcal  perfomiance  of  facilities  in 
their  region  and  to  ensure  that  poor  pgrformeri  meet  mtnimyn  standards  of  care. 

•  We  agree  with  this  recommendation.  HCFA  has  begun  discussions  on  how  we  can  move  the 
Networks  to  performance-based  contracting  such  as  that  recently  instituted  for  the  Peer 
Review  Organizations.  We  will  continue  pursuing  tins  contracting  mechanism  and  intend  to 
have  this  process  in  place  by  2002.  As  noted  elsewhere  in  this  report,  HCFA  will  require 
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•  Networks  to  use  standardized  dinical  perfonaance  measures  to  track  and  momtor  fecflity 
^  performance,  and  to  intsiyene  with  facilities  that  are  poor  perfonners. 

Network  acconntabilitv  efforts  should  also  focua  on  how  effectivelr  the  Networks  are  aslng 
:^  a  complamt  system  as  a  qualitsr-of-care  safeguard. 

•  HCFA  agrees  tiiat  complaints  should  be  a  focus  for  Network  accountability  and  tihe  8-step 
template  proposed  in  the  report  is  a  good  working  model  on  which  to  bufld  a  structured 

'§  complaint  process.  A  workgroup  is  revising  the  ESRD  Network  Manual  instructions  to 

coordinate  definitions  and  procedures  with  the  State  agencies  to  make  the  complaint  process 
easier  and  more  responsive. 

Increase  pablic  disclosure  of  Information  on  the  Networks. 

'■2-   -     '    HCFA  will  provide  the  public  with  more  information  about  the  role  and  activities  of  ESRD 
Networks  throu^  the  IntcmeL  We  also  intend  to  develop  brodiures  about  flie  ESRD 
Networks  that  would  be  available  in  facilities,  at  health  feirs,  and  at  other  patient  organization 
gatherings. 

2.C  HCFA  should  foster  greater  accountability  of  the  State  survey  agencies. 
Establish  a  means  to  periodtcallv  assess  the  State  snrveys. 

•  State  oversight  for  ESRD  is  uniqtic  because  the  survey  process  for  dialysis  fedKties  is 
technically  and  clinically  complicated.  HCFA  will  examine  methods  to  increase  onsite 
oversight  of  State  activities.  This  will  include  reviewing  the  feasibility  of  increasing  the 
nimiber  of  observational  surveys  and  using  a  contractor  to  assess  the  effectiveness  of  the 
State  agency  surveys. 

Increase  public  discloscre  of  Information  on  the  State  survey  agenda. 

•  HCFA  will  explore  methods  for  increasing  the  ■use  of  the  Internet  to  publish  survey  results. 
We  also  will  provide  the  public  with  more  information  about  the  role  and  activities  of  State 

■  survey  agencies.  The  current  patioit  information  packet  being  developed  for  new  ESRD 
patients  will  include  information  on  the  role  and  authority  of  State  survey  agencies. 


Page  42,  footnote  43 

The  footnote  on  page  42  should  be  rewritten  to  change  15  months  for  nursing  homes  to  12 
months,  and  to  add  Section  1 819  of  the  Social  Security  Act  to  the  statutory  references. 
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May  18. 2000 

June  Gibbs  Brown,  Inspector  General 
Office  of  Inspector  Goieial 
330  Independence  Ave.  S.W 
RoomS250 

Washingtnn,  D.C.  20201 
Dear  Ms.  Brown, 

Tte  Fonim  of  ESRD  Netwoika  ippreciates  the  opportuniry  to  comment  on  tbc  reports 
of  4e  Office  of  the  Inspector  General  (OIG)  cntidcd  TExtcmal  Quality  Review  of 
Dialysis  Facilities,  A  Call  for  Greater  Accountability"  and  "External  Quality  Review 
of  Dialysis  Facilities,  Two  Promising  Approaches".  The  Forum  Board  of  Directors, 
ESRD  Networic  executive  directors,  and  ESRD  Network  Medical  Review  Board  diaiis 
reviewed  tiiese  reports.  Many  of  us  had  the  opportunity  toinleract  with  the  OIG  naff 
conducting  the  investigation,  whom  we  found  to  be  extremely  Imowledgeable  and 
courteous.  This  response  represents  the  synthesis  of  comments  received  firom  Forum 
and  Network  representatives,  many  of  whom  are  physician  volunteers.  The  reports  are 
well  researched  and  those  involved  in  their  preparation  appear  to  have  considered  all 
resources.  We  found  the  reports  to  be  quite  perceptive  and  we  agree  with  most  of  the 
findings  of  fact,  although  we  have  some  concerns  regarding  the  effective 
in^lementation  of  some  of  the  recommendations. 

We  agree  that  tbc  Conditions  for  Coverage  must  be  strengthened  and  applied 
consistently  throo^ioul  the  couacy;  however  outcome  targets  for  individual 
peifonnance  measures  should  liot  be  q>ecified  ia  the  Conditions  of  Coverage  because 
of  changing  evidence-based  medicine.  Nctworics  and  ;tatir  surveyors  must  use  facility 
profiles  to  improve  overall  quality  of  care  and  assure  that  minimum  standards  are  met. 
Facflity^pedfic  process  and  outcome  data  are  already  available  and  the  Network  role 
in  quality  improvement  (QI)  Is  well  documented.  The  assessment  of  patient 
sa:tis£action  and  the  documentation  ot  advose  events  are  both  very  important  areas 
tha  need  attcndoa  and  action  by  Networks  and  state  surveyors.  Care  must  be  given, 
however,  in  the  development  of  instruments  and  systems  to  address  these  two  newer 
areas  so  as  not  to  hinder  the  traditional  non-punltlve  role  of  Networks  to  foster  quality 
improvement  and  yet  assure  that  patients  ire  protected  and  standards  of  care  are  met 

We  would  like  to  offer  the  following  comments  for  consideration  by  the  OIG  in  the 
preparadoa  of  the  final  docamcnts: 
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'l .  Joint  Mtial  Survey  and  Ceitificadon  Acdvities 

The  OIG  repon  concludes  thai  ESRD  Networks  rarely  target  poorly  peifoimmg  facilities  most  in  need  of  intervention. 
This  is  not  entirely  accurate;  ESRD  Networlcs  do  routinely,  woric  with  poorly  performing  facilities.  When  poorly 
perfonniag  fediities  are  identified,  BSRD  Networks  and  state  survey  agencies  may  both  be  involved;  however,  the 
nature  of  the  intervention  may  be  vastly  different  State  survey  agencies  usually  respond  by  conducting  a  site  visit 
Networks,  because  of  personnel  and  resource  limitations,  respond  with  a  variety  of  educational  efforts,  direct 
coszespondence  with  facility  leadership  and  occasionally  with  site  visitation.  Both  ap;raacbes  have  been 
demonstrated  Co  improve,  the  quality  of  caie  and  should  continue  to  complement  each  other. 

The  OIG  has  made  valuable  contributions  by  advocating  more  cooperation  between  Networks  and  state  agencies  and 
by  urging  ECPA  to  give  Networks  the  flexibility  to  use  their  limited  resources  in  a  way  that  can  be  tailored  to  address 
regional  needs.  Joint  surveys  to  review  pooriy  perfonniag  facilities  may  be  an  effective  use  of  resources.  However, 
we  question  the  usefulness  of  joint  surveys  for  initial  survey  and  certificalion.  At  the  time  of  the  initial  survey,  very 
little  exists  at  the  facility  in  tenns  of  rec(»ds  or  programs  for  review  and  there  is  little  demonstrated  need  for  QI 
education  or  other  actions  Network  staff  mi^t  perform. 

Mtial,  routine,  and  targeted  facility  surveys  must  be  based  on  clear  and  documented  criteria.  Standards  should  be  set 
that  include  mpot  from  all  stakeholders.  The  selection  process,  review  process  and  resources  needed  must  be 
carefully  considered  before  finalfring  policies  regarding  on-site  reviews. 

2.  Public  Disclosure  of  Facing  Information 

The  OIG  report  acknowledges  1hai  Federal  regulations  afford  special  liability  protections  for  ESRD  Networks. 
Federal  regulations  prohibit  disclosure  of  gdevance  information,  recognizing  the  importance  of  confidentiality 
protections  for  complaint  investigations  and  peer  review.  Pressures  for  public  disclosure  must  not  dilute  or  siq)ersede 
privacy  laws  and  Federal  regulations  on  confidentiality.  Doing  so  would  undermine  the  entire  foundation  of  the 
ESRD  Network  organizations. 

The  efforts  of  the  Consumer  Mormation  Workgrotq),  led  by  PRC-West,  are  not  acknowledged  in  this  report  Jn  their 
initial  recommendations  to  HCFA,  PRO-West  supported  a  minority  opinion,  advocating  that  facility  specific  outcome 
measures  not  be  publicly  reported  at  this  time,  due  to  questions  concerning  the  validity  and  timeliness  of  the  data,  lack 
of  case-mix  adjustment,  and  the  potential  for  "cherry-picking"  of  patients. 

Hie  Forum  supports  the  responsible  release  of  facility  specific  data  that  are  proven  to  be  valid,  timely  and  presented  at 
a  level  that  is  easily  understandable  by  the  ESRD  patient  community.  If  some  of  these  data  arc  collected  through  the 
NetwodM,  validation  strategies  must  be  in  place  to  assure  their  accuracy  while  preserving  the  non-punitive 
relationship  between  Networks  and  providers.  Poorer  performing  providers  will  seek,  rather  than  avoid.  Network 
interventions  to  improve  their  public  record. 

3.  Complaint  System 

The  OIG  noted  the  barriers  to  patients'  complaints  and  acknowledged  the  current  lack  of  consistent  definitions  for 
types  of  inquires."  Accui2!te  definitions  that  describe  the  nature  and  level  of  complaint  (i.c.  inquiry,  complaint,  formal 
grievance)  must  be  established  for  facilities,  Networks,  state  surveyors  and  HCFA.  This  will  foster  a  greater 
understanding  of  the  relevant  issues  and  achieve  greater  consistency  in  the  response  to  patients'  concerns.  Similar 
issues  apply  to  complaints  by  dialysis  facility  staff.  A  more  comprehensive  system  to  reduce  the  fear  of  retribution 
(analogous  to  "whistie-blower"  protections  in  other  workplaces)  is  required. 
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^4.  Accocmtabfliry  of  Netwtxks  and  Stale  Survey  Agencies 

The  0K3  r^xat  envisions  a  performance-based  evaloarian  system  with  a  goal  of  "Tiolding  Networks  more  accoonmble 
for  results  thai  make  a  differeocs  in  patieai  caie. . .".  Networks  (not  state  survey  agencies)  may  be  reqtrired  to  have 
tJ>cir  perfocmance  ai^jiaiscd  by  the  degree  to  which  tfacy  are  able  to  effect  perfonnance  improveaaents  in  dialysis 
facilities. 

The  OKj  cotieuly  states  thai  Nerwoiks  have  limited  anthority  to  correct  poor  provider  perfbtmancs  as  documented  by 
facility  specific  measures,  yet  later  in  tbe  report  the  OIG  expliciily  recommends  that  improvoncnt  in  facility 
omcomes  be  the  yardstidc  by  which  Network  performmcs  is  ^jpraised.  If  Networks  are  held  accountable  for  dialysis 
facility  paf onnance,  tfaey  most  have  the  anthOTity  and  resources  to  effe«:t  change. 

The  OIG  repOTt  does  not  advocate  a  perfarmance-based  evaluation  system  for  state  survey  agmcies.  Rather,  tbe  states 
will  have  tbeir  work  periodically  assessed  by  a  small  group  of  Kqjctienced  surveyors.  State  survey  agencies  have 
sabstaanal  power  over  dialysis  facilities  wiuch,  to  date,  has  been  incOTisisieady  applied.  They  have  the  regulatory 
ability  to  invoke  change  and  even  close  dialysis  facilities.  Paradoxically,  tbe  evaluation  of  tiie  performance  of  slate 
sarveyors  is  not  based  on  process  or  outcomes  improvement  of  die  facilities  ttay  have  surveyed  or  on  any  sort  of 
standardized  instruinenl. 

The  Forum  endorses  the  OIG's  advocacy  for  greater  coc^)eration  between  Networks  and  stale  survey  agencies,  the 
OIG's  urging  HCFA  to  give  Networks  the  flexibility  to  use  their  limited  resources  in  a  mannrr  that  is  tailored  to 
regional  needs,  and  the  OIG' s  caUing  for  mffchani.sms  to  be  developed  for  cvaiuacng  performance  of  Networks  and 
state  survey  agencies.  The  Form  is  concerned,  however,  that  Nrtworks,  which  hold  the  lesser  power  of  the  two 
oversigitt  enliaes,  win  be  evaluated  based  on  the  degree  to  which  they  can  effect  voluntar>'  change  by  dialysis 
providers.  If  performance  is  the  agreed-upon  benchmark,  it  shocld  be  applied  to  both  ageacies.  Perhaps  a  more 
suitable  approach  may  be  to  hold  both  agencies  accountable  for  having  methods  to  promote  jrocess  and  outcome 
improvsiEent,  while  not  holding  either  agency  directly  responsible  for  tbe  improvements  themselves.  Such  an 
approach  is  more  likely  to  foster  mere  creative  and  innovative  intervention  activities  that  can  be  imolemented  without 
fear  that  failure  will  jeopardize  fatme  funding. 

5.  Transplantation 

The  OIG  report  focuses  on  the  review  of  dialysis  facilities  but  makes  no  mcarioa  of  the  Networks'  resptmsibility  to 
work  with  renal  transplant  centers.  Responsibility  for  oversight  of  transplantation  programs  mtist  be  artioilated. 
Networks  have  established  relationships  with  transplant  centers,  but  the  respoi:sibflity  for  transplant  data  collecton 
and  analysis  was  transferred  to  the  Utrited  Network  for  Organ  Sharing  (UNOS)  several  years  ago.  UNOS  falls  short 
at  evaluating  program  performs  ice  and  providing  interventions  for  process  or  outcomes  improvement.  It  is  currently 
unclear  if  any  oversight  is  being  providal  to  evaluate  tbe  quality  of  care  provided  to  transplant  paucncs.  The  Forum 
considers  this  a  potentially  dangerous  lapse  in  accountability  and  one  that  shoiild  be  addressed  in  this  rqwrt. 

In  their  Ql-based  intervention  activities.  Networks  emphasize  to  providers  that  in  order  for  quality  to  improve,  the 
^jpropriate  systems  must  be  ia  place  to  collect,  analyze,  and  respond  to  data  so  that  processes  can  be  evaluated  in  a 
way  Aal  wiU  positively  impact  on  outcomes.  Facilities  often  respond  that  the  resources  required  for  QI  (personr.el 
and  data  systems)  are  expensive  and  they  question  whether  this  investment  will  pay  for  itself  over  the  long  term. 
Sticcessful  QI  programs  have  demonstrated  thai  quality  is  invariably  cost-eiTective.  Ironically,  the  ESRD  oversight 
system  is  facing  many  of  the  same  economic  issues.  Roisicg  the  current  rcgulanons  and/'or  requirements  for 
providers,  Networks,  and  stais  survey  agencies  has  the  potential  for  improving  performance  but  will  also  have  a  cost. 
S>stc:ES  need  to  be  created  to  effectively  use  as  much  already  existing  data  as  possible  to  provide  ±c  accountabilicy 
recommended  by  die  OIG  reports.  As  requirements  for  data  collection,  transmission,  analysis,  and  feedback  increase, 
additioaal  funtfing  will  be  needed  to  support  these  efforts.  Increased  numbers  of  site  visits  in  collaboration  with  state 
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slurveyors  will  rcqnire  that  resources  be  identified  to  support  staff  travel,  education  and  training.  Without  increased 
resources,  the  reconunendations  contained  in  the  OIG  reports  have  very  little  chance  for  successM  implementation. 
However,  in  the  long  ran,  cost  savings  firom  improved  patient  outcomes  (decreased  hospitalizations  and  use  of  other 
costly  resources)  should  make  an  improved  quality  oversight  system  an  extremely  sound  investment 

The  Forum  of  ESRD  Networks  recognizes  the  tremendous  effort  by  the  OIG  to  produce  these  reports  and  supports  the 
development  of  systems  to  inqjrove  the  care  and  quality  of  life  for  patients  with  end  stage  renal  disease.  We  endorse 
the  dual  oversight  model  of  Networks  to  promote  QI  in  a  non-pimitive  environment  and  of  state  survey  agencies  to 
hold  providers  accoimtable  for  adhering  to  standards  of  care  established  by  the  Conditions  of  Coverage.  Inevitably 
the  separation  of  those  fimctioDs  will  blur  as  data  collected  by  the  Networks  are  used  to  promote  provider 
accountability  by  triggering  state  survey  activities  or  by  release  into  the  public  domain,  and  as  Networks  and  state 
survey  agencies  share  facility-specific  data  to  coUaborate  on  intervention  activities.  Nonetheless,  if  the  proper 
systems  are  established  which  clearly  define,  properly  fimd,  and  provide  accountability  for  Network  and  state  survey 
agency  activities,  this  model  has  the  greatest  likelihood  of  achieving  the  goal  of  improving  the  outcomes  of  patients 
with  ESRD  by  bringing  provider  performance  to  a  higher  level.  The  success  of  innovative  Network  models  of  quality 
oversight  as  described  in  the  Two  fimovative  Approaches"  report  underscores  the  importance  of  allowing  the 
Networks,  through  their  Scope  of  Work,  to  exercise  the  discretion  to  tailor  their  pir);;rjTn«i  to  the  needs  and  resources 
of  the  region  and  not  using  a  "one  size  fits  all"  approach  to  the  contract  deliverables.  The  heart  and  soul  of  the  quality 
agenda  of  each  Network,  its  Medical  Review  Board  (MRB),  is  a  voluntary  organization  composed  of  renal 
professionals  and  patients  fix)m  the  region.  Care  must  be  taken  not  to  strai^tjacket  and  alienate  these  MRBs  with  a 
restrictive  and  infiexible  national  quality  agenda  that  stifles  creativity  and  does  not  exploit  the  local  expertise  or 
address  the  unique  process  issues  of  a  region.  The  Forum  is  proud  of  the  achievements  of  the  Networic  system  to  dale 
and  hopes  that  the  OIG  reports  will  be  the  stimulus  for  a  reengineering  that  promotes  even  greater  success. 


Sincerely, 


ish,MD 
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Association  of  Health  Facility  Survey  Agencies 

May  9. 2000 


The  Hooorable  June  Gibbs  Brown 

Inspector  General  ^ 
Department  of  Health  and  Human  Services 

ATTN:  Michael  Mangam  . 
330  Independence  Avenue 
Room  5246  Cohen  BuOding 
Washington,  D.C.  20201 

Dear  Inspector  General  Brown: 

Thank  you  for  the  opportunity  to  review  the  two  draft  inspection  reports  on  the  external 
quality  review  of  dialysis  facilities.  The  report  is  generally  well  presented.  We  do  note  that 
while  the  report  points  out  and  underscores  what  stale  agencies  (SAs)  heed  to  be  doing  and  need 
to  improve  in  doing,  there  is  a  stark  absence  of  any  mention  of  the  direct  tie  to  funding  levels. 


We  do  agree  widi  the  findings  and  recommendations  presented  in  the  report.  Further,  wc 
ofifer  the  following  for  your  consideration: 

HCFA  should  secure  ^propriate  additional  funding  to  states  for  increased  survey 
activity  of  ESRDs  and  implementation  of  the  report  recommendations. 

•         The  ESRD  Conditions  of  Participation  (CoPa)  should  inclxidc  flie  requirement  to 
report  medical  injuries  to  SAs  and  specific  data  collection  reqiiirements  for 
facilities  to  analyze  and  develop  plans  to  fix  the  problem  that  caused  the  medical 
injury. 

Delete  reference  to  announced  surveys  on  page  7  of  Ae  OIG  report 

■  YlCFA  should  clarify  the  role  of  the  netwoits  and  the  SAs,  and  require  jomt 
surveys/complaint  investigations  under  certain  circumstances. 

Networks  and  the  S  A  should  forward  copies  of  all  complaints  and  their  results  to 
each  other. 


Networks  should  work  collegially  with  facilities  on  identification  of  problems, 
however,  if  little  or  no  improvement  is  seen,  the  Network  should  be  required  to 
notify  the  SA. 
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The  Honorable  June  Gibbs  Brown 
Inspector  Gcnea-al 
May  10.2000 
Page  2 


Require  die  SA  to  report  CoPs  not  in  compliance  to  the  Networic  and  require  the 
.. : Network  to  work  witii  the  fecility  in  derveloping  corrective  action. 

.    .  •        Require  HCFA  to  publish  facility  specific  data  on  the  Web  that  includes  survey 
>    results,  transplantation  rates,  adequacy  rates  (KtAO  and  Hct  average  levels  for  the 
.,  facility. 

Require  fiaciUties  to  send  satisfaction  surveys  to  patients  and  return  them  to  the 
Nctwoik  and  SA. 

;   :     Require  facilities  to,  as  part  of  patient  rights,  inform  patients  pf  the  name  and 

address  of  the  Network  and  the  SA  in  order  to  lodge  complaints  and  post  the  name 
and  address  of  the  Network  and  the  SA  on  a  bulletin  board  in  the  waiting  room. 

HCFA  should  develop  specific  criteria  by  which  to  consistently  evaluate  SAs  and 
Networks  and  ensure  iniplementation  is  consistent  through  its  Regional  Offices. 

New  CoPs  should  include  more  QA  components  other  than  re-use  and  clarify 
more  succinctly  die  accountability  for  the  medical  director. 

Again,  we  ^predate  this  opportunity  to  comment  Please  be  assured  of  our  willingness 
to  work  for  inqjrovements  in  quality  of  care  for  ESRD  patients. 


George  Grob 
Elise  Stein 


Sincerely, 

Catherine  Morris,  President 

Association  of  Health  Facility  Survey  Agencies 
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The  Voice  Of  All  Kidney  Palientu 


Joseph  D.  Whiu 


David  N.  Jones 
Alice  Hturctpo,  E«q. 


May  13, 2000 


Mare  RcUl 

TraatMKr 

Brerula  0yson 
S<cnamrf 

Dlnrurt  oi  Lantc. 
JucCohaa.  KN 

Kuyllaltlck 

JaAcUc  Loadsn.  Esq. 
■icnnle  Mushail.  UN 
Puil  ScsnMoCliuli.Mn 
Sptn  MwCuMs 

Normaim,  PhD 
ExitblWi>,MO  '. 
Rota  Blfcn-iCBssi,  MSW 
Judy'DkTW.IW 
JiKtyWdnUauli,MS 
Uljrwn  WUlUnu 
UOTnj  Wlburo 

MtdUMiAAoUary  Board 

Eli  Friedman,  MD 


lune  Gibbs  Brown, 
fnspcctor  Gcaenl 
OfTicc  of  Inspector  GcncnJ 
Dcpartmcat  of  Health  and  Human  Services 
Washington,  DC  2020  > 

Dear  Ms.  Brown: 


Thank  you  for  the  opportunity  for  the  American  Association  of  Kidney  Patienl$  to 
respond  to  the  draft  inspection  reports  on  the-extemal  quality  review  of  dialysis  facijilies. 
As  the  only  national  kidney  patient  association  directed  by  jpatieiits  for  patients,  we 
realize  the  important  need  to  ensure  quality  of  care  &nd  access  for  9!!  dialj^is  and 
potential  dialysis  patients.  •  .  • 


ClicuUiptKrDUsc.MU 
iokii  IVqwer,  MD 
Siuoa  H.  Sray,  MO 
CUm  CMiftxta.  MD 
Knj  L.  Frinlnun.  WU 
Thanui  Oolf^n,  MD 
rrcdcridi  Xuk«l.  MU.  PUD 
Kattinl/)via.MS 
Pttu-Uuxlia.MD 
KdU>N«rru.MD 
WUli(mOwcn.;r..MD 
Thomu  P«Urt.  MU 
Jay  WUh.  MD 


Furst  of  all  we  coaunend  the  Office  of  Inspector  Oenml  for^tssessihg  the  externalxjualiQr 
'^view  mechanisms  curreridy  in  place  and  reviewing  Ibelf  strengths  and  >yeoto  We 
agree  tliat  there  are  inconsistencies  in  the  program  aid  arc  pleased  by  the  amount  of. 
informadon  your  office  has  evaluated.  "     ■  .      .  " 

AAKP  agrees  with  your  recommendations  that  1 .)  HCFA  ^oul'd  hold  inSividuol  dialysis 
facilities  more  fully  accountable  for  the  quality  of  care  they  provide  and  2^  HQFA  should 
hold  the  Networks  and  State  survey  agencies  more  fully  accountable  for  their 
performance  m  overeceing  the  quality  of  care  provided  bydialysis  facilities.  We  bclievs 
both  of  these  recommendati  ons  could  lead  to  better  patient  health  outcomes  and 
longevity.  We  strongly  ^ggest  that  national  standards  be  unpleroented  to  ensure  dial  all 
Net  wDtis,  State  Survey  Agencies  and  dialysis  facilities  follow  the  same  guidelines. 


Kn's  RobUsan 


With  regard  to  the  Networks  and  State  Survey  Agencies,  AAKP  has  always  remained 
concerned  about  the  mconsistcncies  found  throughout  the  ESRD  Network  systeoL  "While 
some  Networks  do  outstanding  jobs  In  developing  continuous  quality  improvement 
prognms,  patient  assistance  and  professional  Accountability,  many  Networks  do  not 
With  guidelines  in  place,  we  could  expect  greater  reliability  in  how  the  two  groups 
perform  in  die  renal  community. 


American  Aaweia  Uon  of  KIdniy  PaUenta 
100  South  Ashley  Drive,  Suite  2H0,  TatnuB,  Florida  33602 
800-749  2257  •  813-223-7099  •  F»x  813-223-0001 
hltp://www,aakp.orK    Email:  AAKPnidtSaol.cora 
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We  wish  to  bring  nvo  points  to  your  attention  regarding  your  recommendations.  You  suggest  there 
be  a  repotting  mechanism  for  public  dissemination  of  facility  pctformaoee  data.  At  this  time, 
HCFA  and  Pro- West,  with  input  from  tfie  renal  community,  are  developing  ways  to  rcpoit  data  to 
tiie  general  public.  The  availability  of  such  data  is  scheduled  for  release  by  tfie  fall  of 2000. 
Second,  though  we  realize  your  recommcndatioos  ace  not  based  on  avaliabiliiy  of  Medicare 
funding,  we  are  cognizant  of  the  costs  associated  wi^i  such  recommendatioos.  We  would 
encourage  you  to  ensure  that  such  funding  does  not  come  at  the  cost  of  current  patient  activities. 

Thank  you  for  flic  opportunity  to  respond  to  your  excellent  report  If  you  wish  to  discuss  this  in 
further  detail,  please  do  not  hesitnie  to  contact  Kris  Robinson,  executive  director,  nt  800-749-2257. 


Sincerely, 


Joseph  D.  White 
President 
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1.  Section  1881(c)  of  the  Social  Security  Act. 

2.  42  C.F.R.  sec.  405  subpart  U. 

3.  Currently,  there  are  about  19  States  with  licensure  laws.  Glenda  M.  Payne,  "Licensed, 
Certified,  Accredited:  What  are  the  Differences  for  the  Dialysis  Unit?"  Nephrology  News  and 
Issues,  September  1999,  47. 

4.  In  order  to  qualify,  individuals  must  be  fully  insured  under  Social  Security  or  be  a  dependent 
of  someone  who  is.  In  1996,  about  8  percent  of  individuals  with  ESRD  who  needed  treatment 
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19.  The  composite  rate  is  not  routinely  updated  like  the  rest  of  Medicare  payments.  The 
composite  rate  was  estabhshed  in  1983.  It  was  reduced  by  $2  in  1986  and  increased  by  $1  in 
1991.  Recent  legislation  increased  it  by  1.2  percent  in  January  of  2000,  and  another  1.2  percent 
increase  will  occur  in  January  2001 . 

20.  This  project  was  previously  called  the  ESRD  Core  Indicators  Project.  In  1998,  HCFA 
contracted  with  PRO- West,  a  professional  review  organization,  to  develop  performance  measures 
based  on  the  National  Kidney's  Foundation  Dialysis  Outcome  QuaHty  Initiative  clinical  practice 
guidelines.  As  a  result,  the  previous  clinical  indicators  under  the  Core  Indicators  Project  were 
replaced  with  new  but  similar  clinical  performance  measures. 

21.  Highlights  from  the  1999  Clinical  Performance  Measures  Project. 

22.  ESRD  Network  of  Florida  (#7),  1998  Annual  Report. 
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23.  ESKD  Network  o{7e\as(m4),  1998  Annual  Report. 

24.  For  examples  of  Networks  that  collect  facility-specific  data  see  J 998  Annual  Reports  for: 
The  ESRD  Network  of  New  England  (#1),  Southeastern  Kidney  Coimcil  (#6),  The  Renal 
Network  (#9/10),  and  ESRD  Network  of  Texas  (#14). 

25.  Social  Security  Act  1881(b). 

26.  In  all  of  1997  and  1998,  Networks  made  only  two  recommendations  to  HCFA  to  sanction 
facilities. 

27.  If  a  patient  health  and  safety  issue  is  involved  the  only  sanction  that  HCFA  or  the  States  can 
take  is  to  terminate  the  facility  from  the  Medicare  program.  Other  types  of  sanctions,  such  as 
denial  of  payments  or  reduction  of  payments,  can  only  be  taken  when  the  problem  identified  does 
not  jeopardize  patient  health  and  safety.  See  42  C.F.R.  sec.  405.2180  and  405.2181. 

28.  Networics  reported  that  HCFA,  in  one  case  in  particular,  did  not  support  a  Network's 
recommendation  for  sanction.  As  a  result  the  Network  felt  powerless  to  resolve  future  problems 
because  facilities  in  the  area  perceived  that  HCFA  would  not  support  the  Networks.  Another 
Network  recently  tried  to  avoid  this  situation  by  successfully  encouraging  a  facility  to  voluntarily 
withdraw  from  the  Medicare  program  rather  than  recommend  sanctions  to  HCFA.  However, 
HCFA  reported  that  they  viewed  this  approach  as  the  Network  trying  to  protect  the  facility  since 
the  provider  can  still  run  another  facility  elsewhere.  Many  Networks  are  now  reluctant  to  take 
this  approach,  leaving  the  Networks  with  little  they  can  do  to  enforce  standards  beyond  applying 
peer  pressure. 

29.  Social  Security  Act  1881(b)  (8). 

30.  See  http;//www.hcfa.gov/stats/pufiles.htm 

3 1 .  Office  of  Inspector  General,  "Know  Your  Number  "  Brochure:  Perspectives  of  Dialysis 
Patients,  OEI-06-95-00320,  January  1997:  7. 

32.  HCFA  Network  Manual,  section  755.2. 

33.  HCFA  has  established  complaints  as  a  top  priority  for  the  State  survey  agencies;  it  lists 
complaints  third  out  of  12  workload  priorities  for  the  States.  Fiscal  year  2000  State  Survey  and 
Certification  Budget  Call  Letter,  July  7,  1999. 

34.  In  response  to  our  survey,  the  18  Networks  reported  referring  49  complaints  to  the  State 
survey  agencies  in  1998. 
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35.  Until  recently  there  was  no  national  database  for  Networks  to  log  their  complaint  activity. 
HCFA  recently  developed  a  central  database  system  for  the  Networks,  the  Standard  Information 
Management  System  (SIMS),  that  should  help  standardize  complaint  information  across  aU 
Networks  and  provide  national  information  in  the  future.  Most  Networks  pubUsh  data  on  their 
own  complaints  in  their  annual  reports  and  some  Networks  even  provide  a  breakdown  by  type. 
The  Forum  of  ESRD  Networks  conducted  a  national  analysis  on  complaints  in  its  1997  summary 
report  that  contains  data  from  all  1 8  Networks.  See  Forum  of  ESRD  Networks,  End  Stage  Renal 
Disease  Network  Program  Annual  Report  Summary  1997:  20-21 . 

36.  In  order  to  conduct  this  review,  we  grouped  complaints  into  five  categories.  1)  technical 
issues  involving  clinical  expertise  of  staff  and/or  water  treatment  etc.,  2)  service  quality  issues 
involving  patient  comfort  such  as  temperature,  waiting  times,  friendliness  of  staff,  the  number  of 
staff  available,  etc.,  3)  educational/informational  issues  involving  calls  where  individual  are 
looking  for  answers  to  specific  questions,  4)  disruptive  patient  issues  involving  violent  or 
misbehaving  patients,  and  5)  unknown  issues  involving  contacts  that  we  could  not  discern  their 
nature  from  the  documents  we  reviewed.  Some  complaints  fit  into  multiple  categories  and  were 
counted  as  such.  It  is  also  important  to  note  that  the  comprehensiveness  of  the  complaint  logs  we 
received  varied  substantially.  We  do  not  intend  for  this  analysis  to  provide  concrete  numbers  but 
rather  to  demonstrate  an  overall  trend. 

37.  One  Network  wrote  a  letter  to  HCFA  documenting  the  lack  of  collaboration  between  the 
State  and  the  Network.  Northwest  Renal  Network  (#  17),  Recommendations  for  Improvements  in 
the  States  of  DHS  and  ESRD  Networks  Cooperative  Relationship,  September  1 999. 

38.  Networks  occasionally  visit  faciUties  to  provide  technical  assistance,  look  into  specific 
problems,  or  investigate  complaints.  However,  HCFA  does  not  fimd  them  to  perform  routine  on- 
site  surveys. 

39.  Our  analysis  is  of  ESRD  faciUties  that  includes  both  dialysis  facilities  and  renal  transplant 
centers.  According  to  USRDS 1999  Annual  Data  Report  p.  165,  there  were  241  centers 
providing  renal  transplants  in  1997.  This  number  has  been  relatively  stable  over  recent  years. 
Our  analysis  also  includes  both  initial  surveys  and  recertification  surveys. 

40.  The  data  shows  that  as  of  the  May  1999,  the  average  time  since  the  last  survey  was  3.2  years 
for  free-standing  faciUties  and  4.2  years  for  hospital-based  faciUties.  This  suggests  surveyors 
may  be  targeting  free-standing  faciUties,  which  may  be  subject  to  less  external  oversight  than 
hospital-based  facilities. 

41.  An  unpubUshed  HCFA-fimded  study  found  a  similar  trend.  The  study  showed  that  in  1993, 
59.4  percent  of  free-standing  facilities  received  a  certification  survey;  in  1994  36.1  percent;  and 
in  1995, 22.6  percent.  The  Lewin  Group,  Inc.  and  Johns  Hopkins  University,  "Facility 
Accreditation  and  Certification  for  ESRD  Study:  Evaluation  of  the  Effectiveness  of  the  Current 
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End-Stage  Renal  Disease  Survey  and  Certification  and  the  Potential  of  Integrating  Private 
Accreditation.  "  unpublished  draft  May  30,  1997,  for  the  Health  Care  Financmg  Administration. 

42.  Although  we  were  unable  from  the  data  set  we  pulled  from  HCFA  to  determine  the  number 
of  initial  versus  certification  surveys,  HCFA  did  provide  us  with  the  actual  number  of  initial 
surveys  conducted  each  year.  We  used  the  numbers  of  initial  surveys  provided  by  HCFA  to 
calculate  the  number  of  recertification  surveys  and  found  that  this  backlog  cannot  be  solely 
attributed  to  the  recent  growth  in  ESRD  facihties.  The  number  of  initial  surveys  conducted  each 
year  increased  only  24  percent  since  1993,  from  221  initials  in  1993  to  273  initials  in  1998.  But 
we  have  seen  a  72  percent  decrease  in  the  number  of  recertification  surveys  conducted  each  year 
since  1993.  In  1993,  over  half  of  all  facilities  received  a  recertification  survey.  By  the  end  of 
1998,  only  10  percent  of  all  facilities  received  a  recertification  survey.  At  this  rate  of  10  percent 
a  year,  facilities  will  receive  a  recertification  survey  once  every  10  years. 

43.  By  statute,  States  must  survey  nursing  homes  once  every  12  months  and  home  health 
agencies  once  every  36  months.  Sections  1819,  1919,  and  1891  of  the  Social  Security  Act.     '  ^ ' 

44.  Fiscal  year  2000  State  Survey  and  Certification  Budget  Call  Letter,  July  7,  1999. 

45.  See  42  C.F.R.,  sec.  405.2136.  .  . 

46.  The  Conditions  do  not  give  the  medical  director  the  authority  to  intervene  in  the  care  of  a 
patient  under  another  attending  physician,  although  some  facilities  or  corporations  may  give  such 
authority.  In  a  recent  letter  to  a  Network,  HCFA  stated,  "Significantly,  the  end-stage  renal 
disease  regulations  do  not  explicitly  empower  a  physician-director  with  the  authority  to  take 
independent  action  with  respect  to  patients  attended  by  other  physicians."  Correspondence  to 
Glenda  Harbert,  Executive  Director  of  Network  14,  from  Kay  Hall,  Project  Officer,  Division 
Clinical  Standards  and  Quality,  Health  Care  Financing  Adminisfration,  on  November  9,  1998. 

47.  HCFA,  State  Operations  Manual,  Section  4009. 

48.  HCFA  offers  basic  and  advanced  training  programs  for  surveyors  regularly  throughout  the 
year.  In  fact,  for  fiscal  year  2000  HCFA  has  four  training  classes  scheduled  specific  to  dialysis 
facilities.  HCFA's  basic  training  covers  general  topics  related  to  the  survey  process  in  general, 
as  well  as,  important  technical  information  specifically  related  to  dialysis  facilities. 

49.  Tne  most  comprehensive  study  undertaken  of  medical  injuries  was  the  Harvard  medical 
practice  study.  In  that  effort,  the  study  team  reviewed  the  records  of  about  30,000  patients 
hospitahzed  in  New  York  State  during  1984.  It  found  that  adverse  events  occurred  in  about  4 
percent  of  the  hospitalizations  and  negligent  adverse  events  in  about  1  percent  of  the  cases.  See 
Troycn  A.  Brennan  et  al,  "Incidence  of  Adverse  Events  and  Negligence  in  Hospitalized 
Patients,"  The  New  England  Journal  of  Medicine  324  (February  7,  1991)  6:  370-76. 
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A  more  recent  study  focusing  on  a  large  teaching  hospital  affiliated  with  a  medical  school  and 
using  a  somewhat  different  methodology  came  up  with  even  more  disturbing  results.  It  foxmd 
that  17.7  percent  of  the  1,047  hospitalized  patients  reviewed  received  inappropriate  care  resulting 
in  serious  adverse  events  —  ranging  firom  temporary  disability  to  death.  See  Lori  B.  Andrews  at 
al,  "An  Alternative  Strategy  for  Studying  Adverse  Events  in  Medical  Care,"  The  Lancet  349 
(February  1,  1997)  309-313. 

50.  Some  States  licensure  laws,  such  as  Texas,  require  faciUties  to  report  adverse  events  to  the 
State  survey  agency. 

51 .  For  more  information  see  Department  of  Health  and  Human  Services,  Office  of  Inspector 
General,  External  Review  of  Hospital  Quality:  The  Role  of  Accreditation,  OEI-0 1-97-00051,  July 
1999. 

52.  Facilities  do  report  events  involving  medical  devices  to  the  Food  and  Drug  Administration 
and  report  outbreaks  of  infectious  diseases  to  the  Center  for  Disease  Control  and  Prevention. 

53.  The  Network  evaluation  form  covers  the  10  topic  areas  such  as  quaUty  improvement 
projects,  sanctions  and  referrals,  patient  grievance,  and  information  management.  The  form  does 
not  contain  any  objective  criteria  for  the  project  officer  to  use  but  rather  leaves  the  evaluation  up 
to  the  project  officer's  judgement.  For  example,  "C.l  To  the  satisfaction  of  the  project  officer, 
the  Network  has  developed  and  implemented  at  least  one  quality  improvement  project  in  option 
year  1,  unless  it  was  otherwise  directed  by  HCFA."  and  "C.4.I.  Where  appropriate  to  the 
satisfaction  of  the  project  officer,  the  Network  has  assisted  patients  and  facilities  in  resolving 
grievances." 

54.  The  one  Network  that  received  two  unsatisfactories  involving  sanctions  and  referrals. 
According  to  the  comments  attached  by  the  project  officer,  this  Network  was  not  making 
appropriate  referrals  to  HCFA  for  sanctions,  was  not  sharing  requested  information  with  HCFA, 
and  was  inappropriately  counseling  a  facility  to  withdraw  firom  the  Medicare  program. 

55.  Highlights  from  the  1999  Clinical  Performance  Measures  Projects 

56.  The  HCFA  name  for  vaUdation  surveys  is  Federal  monitoring  surveys. 

57.  In  response  to  our  series  of  reports  on  hospital  quahty  oversight,  HCFA  has  pledged  to  re- 
examine the  SAQIP  program  and  reevaluate  its  utihty  as  a  method  for  oversight  for  State  survey 
agencies.  In  addition,  HCFA  intends  to  develop  a  performance  measurement  based  system  for 
evaluating  State  survey  agencies.  This  system  would  provide  more  direct,  timely  feedback  to 
States  on  clear  criteria  for  performance.  See  the  Office  of  Inspector  General,  The  External 
Review  of  Hospital  Quality:  A  Call  for  Greater  Accountability,  OEI-0 1-97-00050,  July  1999. 
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58.  Of  course,  the  accreditation  system  has  a  number  of  deficiencies  of  its  own.  We  addressed 
these  in  our  recent  reports  on  hospital  quality  oversight.  See  Office  of  Inspector  General,  The 
External  Review  of  Hospital  Quality:  A  Call  for  Greater  Accountability,  OEI-01 -97-00050,  July 
1999. 


59.  It  has  been  suggested  that  the  current  payment  poUcies  create  disincentives  for  facilities  and 
physicians  to  provide  optimal  care.  Facihties  receive  a  monthly  composite  rate  regardless  of  the 
length  or  the  complexity  of  the  dialysis  provided.  Similarly,  Medicare  reimburses  nephrologists 
at  a  monthly,  capitated  rate  regardless  of  the  complexity  of  the  patient's  condition  or  the 
fi-equency  of  visits.  In  addition,  physicians  may  bill  separately  for  inpatient  hospital  visits  the 
same  as  other  inpatient  stays,  which  are  not  capitated.  This  often  results  in  a  financial  benefit  for 
nephrologists  when  their  patients  are  hospitalized. 

Others  have  also  pointed  out  that  the  fi-agmented  payment  system  makes  it  difficult  to  focus 
accountabiUty.  FaciUties  and  nephrologists  each  receive  separate  payments  fi*om  Medicare.  Yet, 
ji     each  depends  on  the  other  to  perform  its  function.  The  nephrologist  must  determine  the 

appropriate  treatment  regimen  and  the  facility  must  carry  it  out  correctly  in  order  for  the  patient 
to  receive  adequate  care.  Yet,  Medicare  payment  poHcy  does  not  hold  the  facility  or  the 
nephrologist  accountable  for  working  together. 

In  1991,  Congress  asked  the  Institute  of  Medicine  (lOM)  to  determine  the  impact  that  the 
reimbursement  rate  had  had  on  the  quality  of  care.  Although  the  lOM  found  no  demonstrative 
evidence  that  the  reimbursement  rate  was  impacting  negatively  on  quahty,  it  did  find  suggestive 
evidence.  As  a  result,  it  recommended  that  "a  quality  assessment  and  assurance  program  should 
be  implemented."  In  June  of  1999,  the  Medicare  Payment  Advisory  Commission  recommended 
an  increase  in  the  composite  rate  in  order  to  improve  the  quahty  of  dialysis  care.  It  fiirther 
recommended  that  nutritional  therapies  for  dialysis  patients  be  under  a  separate  payment  in  order 
to  encourage  facihties  to  provide  the  appropriate  nutritional  payments.  More  recently,  in  March 
2000,  the  Medicare  Payment  Advisory  Commission,  again  called  for  an  increase  in  the 
composite  rate,  as  well  as  to  risk  adjust  payments  for  patients  enrolled  in  Medicare+Choice. 

For  fiirther  discussion  on  this  topic,  see  the  following  articles:  Alan  Hull,  "Impact  of 
Reimbursement  Regulations  on  Patient  Management,  "American  Journal  of  Kidney  Diseases  20 
(July  1 992)  1  suppl.  1:8-11;  Allen  Nissenson  and  Richard  Rettig,  "Medicare's  End-Stage  Renal 
Disease  Program:  Current  Stams  and  Future  Prospects,"  Health  Affairs  18  (January/February 
1999)  1:  161-179;  Eh  A.  Friedman,  "End-Stage  Renal  Disease  Therapy:  An  American  Success 
S>iovy"  Journal  of  the  American  Medical  Association  275  (April  10,  1996)  14:  1118-1122;  Renal 
Physicians  Association  correspondence  to  Murray  K.  Ross,  Executive  Director  of  the  Medicare 
Payment  Advisory  Commission,  May  10, 1999;  Medicare  Payment  Advisory  Commission, 
Report  to  the  Congress:  Selected  Medicare  Issues,  June  1999,  135-148;  Medicare  Payment 
Advisory  Commission,  Report  to  the  Congress:  Medicare  Payment  Policy,  March  2000,  129- 
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147;  Institute  of  Medicine,  Kidney  Failure  and  the  Federal  Government  (Washington,  D.C.: 
National  Academy  Press,  1991),  17. 

60.  Mark  R.  Chassin  et.  al.,  "The  Urgent  Need  to  Improve  Health  Care  Quahty:  Institute  of 
Medicine  National  Roundtable.  on  Health  Care  Quality, "  Journal  of  the  American  Medical 
Association  280  (September  16,  1998)  11:  1000-1005. 

61.  In  1995  HCFA  did  rewrite  the  interpretive  guidelines  that  offer  directions  to  State  surveyors 
to  determine  compliance  with  the  Medicare  Conditions  for  Coverage.  The  new  guidelines 
increased  the  focus  on  patient-care  processes  and  outcomes. 

62.  The  Joint  Commission  on  Accreditation  of  Healthcare  Organizations  (JCAHO)  standards  for 
hospitals  articulate  the  responsibility  of  the  govemance  body.  The  Transpacific  Renal  Network 
(#17)  is  actually  looking  to  adapt  the  JCAHO  standards  for  use  for  dialysis  faciUties  in  its  region. 
HCFA  proposed  Conditions  of  Participation  for  hospitals  also  address  this  issue. 

63.  The  June  17, 1996,  draft  of  the  Conditions  for  Coverage  for  dialysis  facihties  moves  in  this 
direction:  "Condition:  Govemance.  The  dialysis  facihty  is  under  the  control  of  an  identifiable 
governing  body  or  designated  person(s)  so  functioning,  with  full  legal  authority  and 
responsibility  for  the  govemance  and  operation  of  the  facihty,  the  management  and  provision  of 
all  dialysis  services,  fiscal  operations,  relations  within  the  ESRD  Networks,  the  development  of 
poUcies  on  patient  health  and  safety,  and  the  quality  assessment  and  performance  improvement 
program.  The  governing  body  must  appoint  a  qualified  administrator  who  is  responsible  for  the 
daily  operations  of  the  facility." 

64.  The  draft  Conditions  for  dialysis  facilities  move  toward  holding  the  medical  director  more 
accountable  by  inserting,  "The  dialysis  facihty  must  have  a  medical  director  who  is  responsible 
for  the  overall  dehvery  of  patient  care  and  outcomes."  The  current  Conditions  of  Participation 
for  nursing  homes  have  similar  language,  and  concerns  have  been  raised  about  how  to  interpret 
this  language:  "The  facihty  must  designate  a  physician  to  serve  as  medical  director.  (2)  The 
medical  director  is  responsible  for~(i)  implementation  of  resident  care  policies;  and  (ii)  The 
coordination  of  medical  care  in  the  facility."  (42  C.F.R.,  sec.  483.75(i)) 

65.  The  draft  Conditions  for  dialysis  facilities  address  this  issue,  "Standard  :  Furnishing  data  and 
information  for  end-stage  renal  disease  program.  The  dialysis  facility  furnishes  data  and 
information  in  the  manner  and  at  the  intervals  specified  by  the  Secretary,  pertaining  to  its  patient 
care  activities  and  costs  for  administration  of  the  program."  This  may  suffice  as  long  as  it  is 
interpreted  to  include  patient  outcomes.  We  do  not  suggest  that  HCFA  write  into  the  Conditions 
specific  outcomes  or  minimums  facilities  must  meet.  This  will  not  allow  for  timely  updates  as 
scientific  knowledge  advances. 
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66.  The  draft  Conditions  for  dialysis  facilities  also  address  this  issue.  "Condition:  Quahty 
assessment  and  performance  improvement.  The  dialysis  facility  must  develop,  implement, 
maintain  and  evaluate  an  effective,  data-drive,  quality  assessment  and  performance  improvement 
program.  The  program  must  reflect  the  complexity  of  the  dialysis  facility's  organization  and 
services  (including  those  services  provided  under  arrangement).  The  dialysis  faciUty  must  take 
actions  that  result  in  improvements  in  the  facihty's  perfonnance  across  the  spectrum  of  care." 

67.  Several  national  corporations  collect  health  status  and  patient  satisfaction  data  routinely  from 
faciHties  nationwide.  Several  Networks  also  view  patient  satisfaction  as  an  important  measure  of 
quality.  For  example.  The  ESRD  Network  of  New  England  (#1)  developed  a  patient  satisfaction 
survey  for  facihties  to  use  and  the  ESRD  Network  of  Florida  (#7)  requires  facihties  to  monitor 
patient  satisfaction  in  its  "Criteria  and  Standards  for  Facilities."  , 

68.  HCFA  currently  has  three  projects  underway  to  develop  and  implement  an  extensive 
computer  system  that  will  allow  the  electronic  transmission  of  large  quantities  of  data  between 
facihties  and  Networks,  and  Networks  and  HCFA.  The  creation  of  the  Renal  Management 
Information  System  (REMIS)  is  the  first  project.  This  project  will  estabUsh  a  new  database  to 
replace  the  outdated  Renal  Beneficiary  and  Utilization  System  (REBUS).  REMIS  will  house  all 
HCFA  data  on  ESRD  patients  in  one  central  database  and  allow  for  easier  analysis  of  the  data. 
According  to  HCFA's  schedule,  it  will  be  up  and  running  sometime  during  the  sunmier  of  2000. 
The  Standard  Information  Management  Systems  (SIMS)  is  the  second  project  in  this  arena. 
SIMS,  which  is  scheduled  to  be  as  of  December  1999,  will  cormect  all  Networks  with  one 
another  and  HCFA  through  a  computer  netv,'ork.  The  third  project,  the  Vital  Information  System 
for  Improvement  of  Outcomes  in  Nephrology  (\TSION),  will  develop  software  to  electronically 
link  faciHties  with  the  Network  to  facihtate  electronic  data  reporting.  HCFA  anticipates  pilot 
testing  VISION  early  in  the  year  2000,  with  roll  out  to  all  facilities  in  2001 .  This  entire  system 
will  electronically  cormect  dialysis  facilities  to  Networks,  Networks  to  other  Networks,  and 
Networks  to  HCFA. 

69.  HCFA  has  fimded,  through  the  Colorado  Foundation  for  Medical  Care,  the  University  of 
Michigan  Kidney  Epidemiology  and  Cost  Center  to  produce  facility-specific  reports  similar  to 
the  unit-specific  reports  generated  previously  by  the  United  States  Renal  Data  System.  See 
www.med.umich.edu/kidney  for  more  information. 

70.  HCFA  has  contracted  with  the  Colorado  Foundation  for  Medical  Care  to  develop  facihty- 
specific  reports  for  State  survey  agencies  to  select  facilities  for  surveys  and  to  use  to  focus  their 
survey  when  on  site.  In  the  spring  of  2000,  HCFA  plans  to  pilot  test  these  reports  with  8  States. 
HCFA  has  contracted  with  PRO-West  to  develop  faciUty-specific  reports  for  the  public.  These 
reports  will  be  available  sometime  in  the  year  2000. 

71 .  The  Institute  of  Medicine  called  for  HCFA  to  relate  "major  Conditions  for  Coverage  to 
patient  outcomes."  Kidney  Failure  and  the  Federal  Government,  295.  We  are  concemed  that 
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the  current  language  in  draft  Conditions  may  be  too  explicit.  We  suggest  that  HCFA  not  include 
in  the  regulations  specific  performance  measures  with  specific  minimums  that  facihties  must 
meet.  Instead,  we  suggest  more  flexible  language  that  can  allow  for  quicker  revisions  as  medical 
knowledge  progresses.  The  draft  Conditions  state:  "Standard:  Performance  expectations.  The 
interdisciplinary  team  must  adjust  the  care  plan  and  implementation  strategies  as  assessment, 
response,  and  patient  preference  information  requires.  If  the  patient  is  unable  to  achieve  the 
desired  health  outcomes,  the  appropriate  member  of  the  interdisciplinary  team  must  provide  an 
explanation.  If  the  desired  health  outcome  is  achievable  but  is  not  being  achieve,  the 
interdisciplinary  team  must  develop  and  implement  an  improvement  program  to  achieve  and 
maintain  the  patient's  desired  level  of  general  health.. .The  interdisciplinary  team  must  assist  and 
support  the  patient  in  achieving  and  maintaining  a  desired  dose  of  dialysis.  The  patient  must 
receive  at  least  a  deUvered  Kt/V  not  less  than  1 .2  (single  pool)  or  a  urea  reduction  ratio  of  at  least 
65  percent  for  a  majority  of  treatments  each  hemodialysis  patient." 

72.  For  an  argiraient  in  support  of  the  release  of  mortality  information  see:  John  M.  Newmann, 
"Why  Should  HCFA  Release  Center-Specific  Mortahty  Information  to  Patients?"  Nephrology 
News  and  Issues,  November  1999,  13-14. 

73.  See  HCFA's  Medicare  Compare  at  http://www.medicare.gov/comparison,  and  Nursing 
Home  Compare  at  http://www.medicare.gov/nursing/home.asp.  * 

74.  Medicare  Payment  Advisory  Commission,  Report  to  the  Congress:  Medicare  Payment 
Policy,  March  2000,  p  142. 

75.  The  Lewin  Group,  Inc.  and  Johns  Hopkins  University,  Facility  Accreditation  and 
Certification  for  ESRD  Study:  Evaluation  of  the  Effectiveness  of  the  Current  End-Stage  Renal 
Disease  Survey  and  Certification  and  the  Potential  of  Integrating  Private  Accreditation,  also 
called  for  a  standard  survey  frequency  and  recommended  it  should  be  once  every  1  or  2  years. 

76.  The  President's  proposed  budget  for  fiscal  year  2001  for  the  Department  of  Health  and 
Human  Services  calls  for  a  14.4  percent  increase  over  the  fiscal  year  2000  appropriated  budget 
for  survey  and  certification  activities.  This  fimding  will  HCFA  "to  decrease  the  survey  intervals 
for  ESRD  facilities  and  non-accredited  hospitals  from  once  every  six  years  to  once  every  three 
years."p  87-88,  released  February  7,  2000. 

77.  Institute  of  Medicine,  To  Err  is  Human,  Building  a  Safer  Health  System  (Washington,  D.C.: 
National  Academy  Press  1999). 

78.  The  Renal  Physicians  Association  and  the  Forum  of  ESRD  Networks  have  created  a 
workgroup  to  examine  issues  of  patient  safety  in  dialysis  facilities. 
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79.  Colorado  publishes  on  the  Internet  facility-specific  reports  on  complaint  investigations  and 
"occurrences"  which  include  medical  injuries.  These  reports  provide  a  description  of  the  event 
and  the  facility's  response  and  the  State's  evaluation. 
See  http://www/hfd.cdphe.state.co.us/info.asp. 
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Medicare's  End  Stage  Renal  Disease  (ESRD)  Program 


Medicare  Beneficiaries 

Year  2000  Prqe<^ons 

^  1  iiO,«00(0.1%)] 


Approximately  39  million  Total  Medicare  Beneficiaries 
I    Non-ESRO  Medicare  Beneficiaries 
H    ESRD  Beneficiaries 


Medicare  Outlays 

Year  2000  Projections 


I  i233.5l)«on(»4  B»)| 


t12.«lliB<m(5^%)| 


Total  Medicare  Outlays:  $246.3  Billion 
I  Medicare  Spending  (non-ESRD) 
Q   ESRD  Spending 


SOURCE:  United  States  Renal  Data  System:  1999  Annual  Data  Report 

ESRD  Medicare  Beneficiaries  and  Program  Expenditures,  1974-2002,  Health  Care  Financing  Administration,  Office  of  the  Actuary 
Medicare  Outlays,  Fiscal  Years  1967-2007,  CBO  Projections,  Office  of  the  President,  1997 
1 998  Green  Book,  Committee  on  Ways  and  Means,  US  House  of  Representatives 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Health  Care  Financing  Administrati< 


The  Administrator 
Washington.  D  C.  20201 


The  Honorable  Charles  Grassley 

Chairman,  Senate  Special  Committee  on  Aging 

Washington,  DC  20510-5400 

Dear  Chairman  Grassley: 

Tnank  you  for  your  letter  of  April  24,  2000,  regarding  End  Stage  Renal  Disease.  Our  End  Stage 
Renal  Disease  (ESRD)  networks,  in  partnership  with  the  renal  community,  are  working  to 
improve  quality  in  dialysis  centers. 

Overall,  our  efforts  have  had  some  measurable  success.  For  example,  between  1993  and  1 998 
the  percentage  of  ESRD  patients  with  adequate  hematocrit  (red  blood  cell)  levels  increased  from 
46  to  83  percent.  Additionally,  in  the  same  time  period,  the  percentage  of  patients  receiving 
adequate  dialysis  increased  from  43  to  74  percent.  Finally,  we  know  from  the  U.S.  Renal  Data 
System,  a  joint  Health  Care  Financing  Administration  and  National  Institutes  of  Health  project, 
the  overall  one  year  mortality  rates  for  dialysis  patients  decreased  from  24.9  deaths  per  100 
patient  years  in  1990  to  22.8  in  1997.  This  is  largely  due  to  the  efforts  of  the  Department  of 
Health  and  Human  Services  and  the  renal  community. 

Despite  this  progress,  there  continue  to  be  weak  performing  dialysis  facilities.  However,  the 
networks  are  working  aggressively  with  these  dialysis  facilities  to  improve  their  care.  In 
addition,  we  intend  to  publish  new  conditions  of  coverage  for  dialysis  facilities  that  will 
strengthen  requirements  in  early  200 1 . 

Please  note,  the  President's  FY  2001  budget  would  dramatically  increase  the  funding  level  for 
surveys  of  ESRD  facilities  from  $2.2  million  to  S6.3  million.  This  funding  level  would  allow  us 
to  decrease  the  time  between  surveys  from  every  six  years  to  every  three  years  and  increase  the 
number  of  surveys  from  956  to  1 ,847  in  FY  200 1 . 

Below  please  find  a  list  of  your  letter's  specific  inquiries,  and  the  answers  or  the  references  to  the 
attached  materials,  which  correspond  to  those  inquiries.  1  hope  you  find  this  information  helpful. 
Please  contact  Don  Johnson  (202-690-5500)  in  my  Office  of  Legislation  if  you  have  further 
questions. 


Sincerely, 


Nancy-Ann  Min  DePade 
Administrator 
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We  believe  that  you  would  like  a  high  level  of  detail  from  primary  source  documents,  and 
have  attempted  to  provide  the  same  in  the  following  and  the  attachments. 

1.  A  detailed  description  of  the  relationship  between  the  Health  Care  Financing 
Administration  and  the  End  Stage  Renal  Disease  Networks. 

ESRD  Networks  are  under  contract  to  HCFA  to  help  the  ESRD  program  under  a  set  of 
requirements  laid  out  in  their  statement  of  work.  The  specific  conditions  are  described  in  the 
following  items  in  the  attached  packet.  They  include  information  on  contract  oversight, 
performance  review,  and  organizational  conflicts  of  interest. 

1.  Statement  of  Work  (Section  C-1  of  the  7/1/97  -  6/3/00  ESRD  Network  contract) 

2.  Exhibit  F-1  (attached  to  C-1)  —  Schedule  of  Deliverables 

3.  Section  G  -  Contract  Administration  Data  -  information  on  contract  oversight 

4.  Section  H  -  Special  Contract  Requirements  -  information  about 
performance  review  and  organizational  conflicts  of  interest 

5.  Section  1881  of  the  Social  Security  Act 

6.  ESRD  Network  Statement  of  Work  for  the  period  II 1  /OO  -  6/30/03 

2.  A  list  of  the  names,  titles,  divisions,  addresses,  and  telephone  numbers  of  those 
individuals  within  HCFA  responsible  for  overseeing  the  ESRD  Networks. 

Our  Administrator,  Nancy- Ann  Min  DeParle,  bears  ultimate  responsibility  for  HCFA's 
activities,  and  her  Deputy  Administrator  is  Michael  Hash.  Jeffrey  Kang,  M.D.,  is  the  director 
of  our  Office  of  Clinical  Standards  and  Quality,  wherein  the  day-to-day  responsibility  for 
overseeing  ESRD  Networks  resides.  His  deputy  director  is  Robert  Streimer.  Stephen  Jencks, 
M.D.  is  the  Director  of  the  Quality  Improvement  Group  within  the  Office  of  Clinical 
Standards  and  Quality,  which  oversees  the  ESRD  Networks  directly.  In  addition,  our  10 
regional  offices  and  the  four  consortia  into  which  the  regions  are  grouped  coordinate 
communications  with  the  Networks. 

To  better  place  these  people  in  the  context  of  HCFA  as  an  organization,  please  see  the 
following  attachments. 

7.  Organizational  Chart  for  the  Health  Care  Financing  Administration 

8.  Organizational  Chart  for  HCFA's  Office  of  Clinical  Standards  and  Quality 

3.  A  detailed  description  of  the  structure  of  the  ESRD  Networks. 

In  reply  to  this  request,  we  believe  that  the  statement  of  work  discussed  above,  as  well  as  the 
following  two  attachments,  provide  a  detailed  description  of  the  structure  of  the  ESRD 
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Networks.  In  general,  there  are  18  Networks,  each  governed  by  an  Executive  Director,  a 
Chairperson,  and  a  Medical  Review  Board  Chairperson.  Additionally,  they  have  staff  such  as 
Medical  Quality  Managers,  Data  Clerks,  and  Project  Coordinators. 

5.  Section  1881  of  the  Social  Security  Act 
9.  Forum  ofESRD  Networks  2000  Directory 

4.  A  description  of  the  processes  HCFA  undertakes  to  ensure  that  the  ESRD  Networks  are 
properly  providing  patient  care. 

Networks  do  not  provide  direct  patient  care,  dialysis  and  transplant  facilities  do.  HCFA 
contracts  with  18  geographically  designated  Network  Organizations  for  the  purpose  of 
improving  the  quality  and  effectiveness  ofESRD  patient  care.  They  do  not  actually  provide 
care  to  beneficiaries.  They  work  with  ESRD  dialysis  and  transplant  facilities  within  their 
respective  regions.  It  is  within  these  facilities  that  patient  care  is  delivered.  Patient  care  on 
an  individual  basis  is  further  monitored  within  the  facility  by  the  beneficiaries'  physicians. 
HCFA  does  oversee  the  networks  through  project  and  contract  officers,  who  hold  the 
Networks  accountable. 

3.  Section  G  -  Contract  Administration  Data,  pages  11-12. 

In  addition,  beginning  in  1 994  HCFA  took  a  leadership  role  in  developing  clinical  indicators 
to  assess  the  quality  of  care  for  dialysis  patients.  Through  the  ESRD  Networks,  we  have 
collected  clinical  indicators  measures  on  a  national  sample  of  dialysis  patients  in  the  areas  of 
adequacy  of  dialysis,  anemia  management,  and  serum  albumin;  vascular  access  measures 
were  added  in  1999.  The  data  are  collected  annually  and  a  detailed  report  describing  the 
findings  at  the  national  and  regional  levels  is  disseminated  to  all  dialysis  providers  for  their 
use  in  identifying  opportunities  for  improvement.  A  national  patient  sampling  approach, 
stratified  by  Network  area  for  the  hemodialysis  patient  sample,  was  chosen  initially  because 
of  the  workload  burden  on  dialysis  facilities  and  the  ESRD  Networks  in  using  a  hard  copy 
reporting  system.  Using  this  national  sampling  approach,  we  have  been  able  to  document 
every  year  since  1994,  improvement  in  the  number  of  dialysis  patients  achieving  the 
benchmarks  for  these  clinical  indicators.  We  believe  that  this  approach  has  been  successful  in 
improving  care  for  dialysis  patients.  Dialysis  providers  have  found  these  measures  and  the 
annual  distributed  report  of  findings  to  be  a  valuable  tool  in  assisting  them  to  improve  care. 

By  2001,  we  plan  to  collect  these  measures  on  all  patients  from  all  providers  so  that  we  will 
have  facility-specific  data  that  can  be  used  to  assess  facility  compliance,  to  assist  facilities  to 
improve  care,  and  to  report  to  the  public  facility-specific  performance.  We  are  working  on 
developing  a  system  that  will  allow  dialysis  facilities  to  collect  and  report  these  data 
electronically  to  HCFA.  We  anticipate  pilot  testing  this  electronic  system  in  2000  with 
national  implementation  in  2001. 

Additionally,  as  mandated  by  the  Balanced  Budget  Act  of  1997,  HCFA  (under  a  contract  with 
PRO- West)  developed  sixteen  clinical  performance  measures  (CPMs)  in  the  area  of  adequacy 
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of  hemodialysis,  adequacy  of  peritoneal  dialysis,  anemia  management  and  vascular  access. 
The  collection  of  these  CPMs  was  pilot  tested  in  1999  by  the  ESRD  Networks  using  a 
national  sample  of  dialysis  patients.  In  2000,  these  CPMs  will  again  be  collected  by  the 
Networks  for  quality  improvement  purposes,  on  a  national  sample  of  patients.  Also  in  2000, 
the  CPMs  will  be  collected  from  all  dialysis  facilities  on  all  patients  through  the  electronic 
reporting  system.  Once  we  are  comfortable  with  the  accuracy  of  the  data,  we  would  report  to 
the  public  on  facility-specific  performance  measures  based  on  these  16  measures. 

A  detailed  description  of  the  dialysis  patient  complaint  resolution  process. 

The  dialysis  patient  complaint  resolution  process  is  described  in  the  ESRD  manuals  that  we 
have  attached.  They  represent  the  current  complaint  resolution  process,  and  we  have  a 
workgroup  that  is  examining  how  to  strengthen  the  complaint  resolution  process  and 
alternative  dispute  resolution  processes  for  beneficiaries  and  Networks. 

10.  ESRD  Network  Organizations  Manual 

1 1 .  Section  3280  of  the  State  Operations  Mjmual  -  Investigation  of  Complaints  Against 
Other  Than  Accredited  Organizations  and  Providers 


A  copy  of  the  HCFA  reimbursement  guidelines  provided  to  ESRD  Networks  and  their 
facilities. 

HCFA  reimbursement  guidelines  are  included  in  the  attached  Chapter  of  the  Provider 
Manual.  ESRD  Networks  do  not  play  a  role  in  payment  to  facilities.  The  manual  explains  in 
detail  how  the  composite  rate  works,  separately  billable  items,  as  well  as  the  exceptions 
process,  which  allows  the  facilities  to  apply  for  reimbursement  above  the  composite  rate  if 
they  meet  certain  criteria. 

12.  Chapter  27  of  the  Provider  Reimbursement  Manual 

A  copy  of  any  HCFA  guidelines  given  to  the  ESRD  Networks  and  their  facilities 
regarding  re-use  of  dialyzers  and  any  research  or  studies  upon  which  these  guidelines 
might  have  been  based. 

Attached  are  the  HCFA  regulations  on  re-use  of  dialyzers.  Additionally,  attachment  20 
contains  information  on  what  state  surveyors  would  look  for  regarding  re-use,  beginning  on 
page  H-7.  The  attached  American  Journal  of  Kidney  Diseases  article  will  provide  you  with 
research  information  behind  our  guidelines. 

13.  42  CFR  Subpart  U  -  Conditions  of  Coverage  for  Suppliers  of  ESRD  -  Section  405.21 10- 
405.21 13  relating  to  networks  and  section  405.2150  relating  to  reuse. 

14.  American  Journal  of  Kidney  Diseases  Article,  Am  J  Kidney  Dis  23:  692-708 
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8.  A  copy  of  any  HCFA  guidelines  regarding  the  amount  of  time  a  patient  should  be  on 
dialysis,  in  terms  of  hours  and  times  per  week. 

The  amount  of  time  a  patient  should  be  on  dialysis  is  not  addressed  in  HCFA  guidelines.  In 
fact,  only  a  physician  may  write  a  prescription  for  the  amount  of  time,  based  on  his  or  her 
experience,  the  patient's  condition  and  unique  characteristics  such  as  age  and  weight,  and 
based  on  certain  clinical  guidelines.  For  an  example  of  guidelines,  we  have  included  the 
1999  Annual  Report  ESRD  Clinical  Performance  Measures  Project  (in  particular,  pp.  28  - 
29)  and  a  complete  set  of  Dialysis  Outcomes  Quality  Initiative  Clinical  Practice  Guidelines, 
which  establish  best  practice  guidelines. 

15.  1999  Annual  Report  ESRD  Clinical  Performance  Measures  Project 

16.  Reference  Page:  Complete  Set  of  Dialysis  Outcomes  Quality  Initiative  Clinical  Practice 
located  at  http://www.kidney.org/professionals/doqi/doqi/ 

17.  Highlights  from  the  1999  ESRD  Clinical  Performance  Measures  Project 

9.  A  copy  of  any  HCFA  guidelines  regarding  conflict  of  interest  where  ownership  of 
dialysis  facilities  is  concerned. 

HCFA  guidelines  regarding  conflict  of  interest  are  being  addressed  in  a  proposed  rule 
(attachment  17).  That  proposed  rule  implementing  the  Physician  Self-Referral  Law,  which 
entails  a  much  broader  range  of  issues  than  just  ESRD,  has  been  the  subject  of  much  debate. 
We  hope  to  finalize  that  rule  this  year.  In  addition  to  your  requested  information, 
organizational  conflicts  of  interest  are  discussed  in  special  contract  requirements,  which  we 
have  included  for  your  review. 

18.  Physician  Self-Referral  Law  Proposed  Rule  (63  Fed  Reg  1659,  Jan.  9,  1998) 
p.  1661,  1662,  1723,  and  1724. 

4.  Section  H.9  -  Special  Contract  Requirements  -  contains  information  about 
organizational  conflicts  of  interest 

10.  A  detailed  description  of  the  survey  process  used  for  ESRD  facilities,  including  but  not 
limited  to:  the  regularity  of  surveys,  the  survey  methods  and  criteria  used,  types  of 
citations,  and  statistics  on  facilities  cited  and/or  terminated  from  the  program. 

As  indicated  above,  we  have  funding  in  FY  2000  to  perform  surveys  on  a  six-year  cycle. 
Attached  is  a  chart  on  the  number  of  surveys  performed  in  1993  -  1999,  as  well  as  a  list  of 
deficiencies  described  in  tag  number  order.  Also,  please  see  the  HCFA  sur\'ey  procedures 
and  guidelines,  which  provide  detailed  information  on  the  administration  of  surveys. 

1 9.  Chart  of  ESRD  Survey  and  Certification  Data  -  Number  of  Surveys  Performed 

20.  Comparison  of  Deficiency  Patterns  in  tag  Number  Order  for  All  50  States  and 
Nationally  -  Deficiency  Listing  for  ESRD  Facilities 

2 1 .  Survey  Procedures  and  Interpretive  Guidelines  for  ESRD  Facilities 


4 
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11.  A  copy  of  any  reports  or  studies  comparing  the  various  treatment  modalities  associated 
with  ESRD  (i.e.,  home  hemodialysis,  in-center  hemodialysis,  peritoneal  dialysis). 

To  address  the  question  of  studies  comparing  various  treatment  modalities,  we  have  included 
several  attachments.  These  include  a  discussion  of  Medicare  spending  for  each  modality, 
comparative  charts  of  the  different  treatments  available  (such  as  transplants,  in-home  and  in- 
facility,  by  state,  as  well  as  total  numbers  on  different  modalities  such  as  hemodialysis  and 
several  different  types  of  peritoneal  dialysis),  and  a  broad  discussion  of  modalities. 

22.  Chapter  X  of  1999  U.S.  Renal  Data  Systems  Annual  Report 

23.  1998  Facility  Surveys  Table  from  the  HCFA  ESRD  Program  Management  and  Medical 
Information  System  -  Tjqjes  of  Transplants 

24.  1998  Facility  Surveys  Table  from  the  HCFA  ESRD  Program  Management  and  Medical 
Information  System  -  Facility  compared  with  Home  Treatments  by  State 

25.  1998  Facility  Surveys  Table  on  Dialysis  Treatment  Modalities  and  Kidney  Transplants  - 
Total  numbers  on  different  modalities 

15.  1999  Annual  Report  ESRD  Clinical  Performance  Measures  Project  -  Broad  discussion 
of  modalities 


12.  A  breakdown  of  types  of  ownerships,  i.e.,  for-profit,  non-profit,  non-profits  associated 
with  medical  centers,  or  any  other  classification  that  HCFA  may  maintain  for  ESRD 
facilities. 

The  National  Listing  for  Medicare  Providers  Furnishing  Kidney  Dialysis  and  Transplant 
Services  January  1 999  includes  on  Page  5  for  Table  3  the  Number  and  Percent  of  Approved 
ESRD  Providers,  By  Type  of  Ownership.  As  you  can  see,  the  percentage  of  for-profit 
facilities  has  grown  over  the  years. 

26.  National  Listing  for  Medicare  Providers  Furnishing  Kidney  Dialysis  and  Transplant 
Services  January  1 999 

27.  Page  5  of  the  National  Listing  for  Medicare  Providers  Furnishing  Kidney  Dialysis  and 
Transplant  Services  January  1999 

13.  A  list  containing  the  names  of  all  ESRD  Facilities  by  state. 

The  following  attachment  presents  all  ESRD  facilities  by  state.  It  was  produced  on  March 
22,  2000,  from  the  Online  Survey  and  Certification  And  Reporting  System.  Included  are 
names,  addresses,  and  telephone  numbers,  as  well  as  county  codes.  There  generally  is  about 
a  100  facility  net  increase  per  year. 

28.  Current  List  of  All  ESRD  Facilities  from  the  Online  Survey  and  Certification  And 
Reporting  System  as  of  3/22/00. 

■  -  ■  5 
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14.  A  quantification  of  the  total  number  of  ESRD  patients  in  the  United  States,  also  by 
state. 

For  a  quantification  of  all  ESRD  patients  by  state,  please  refer  to  the  following  Facility 
Surveys  Table.  The  number  of  ESRD  patients  has  grown  steadily  at  about  6%  a  year. 

24.  1998  Facility  Surveys  Table  -  Dialysis  Treatment  Setting  of  ESRD  Patients  by  State 


15.  Any  other  information  you  feel  would  be  of  assistance  to  our  investigation. 

It  may  be  helpful  for  you  to  examine  the  ESRD  Network  Program  Annual  Report  Summary. 
It  is  an  excellent  summary  of  the  Annual  Reports  submitted  to  HCFA  by  ESRD  Networks, 
and  covers  Calendar  Year  1998. 

29.  ESRD  Network  Program  Annual  Report  Summary 


398 


DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Food  and  Drug  Administration 
Rockville  MD  20857 


The  Honorable  Charles  E.  Grassley 
Chairman,   Special  Comiriittee  on  Aging 
United  States  Senate 
Washington,    D.C.  20610-6400 

Dear  Mr.  Chairman:  ■  • 


Thank  you  for  your  letter  of  April  28,   2000,   co-signed  by 
Ranking  Minority  Member  John  Breaux,   Special  Committee  on  Aging, 
regarding  investigation  by  the  Special  Committee  on  Aging  of  the 
Medicare  program  and  the  quality  of  care  provided  by  its  End 
State  Renal  Disease  Program.     We  regret  the  delay  in  responding 
to  your  letter. 

The  information  you  have  requested  follows. 

1 .  A  description  of  the  process  by  which  hemodialysis  dialyzers 
are  approved  for  use  (and  under  what  conditions)  by  the  Food 
and  Drug  Administration    (FDA) . 

FDA  classifies  medical  devices  into  one  of  three  classes  on  the 
basis  of  risk.   Class  I  being  the  class  of  least  risk  and  Class 
III  being  the  class  of  greatest  risk.     A  Class  I  or  II  device 
must  have  a  cleared  Notification  of  Intent  to  Market  a  Device 
(510 (k))   prior  to  marketing   (unless  exempted  from  this 
requirement) .     A  Class  III  device  must  have  an  approved 
premarket  approval  application   (PMA)  prior  to  marketing. 

Hemodialyzers  are  classified  as  either  Class  II  or  Class  III  as 
defined  by  21  CFR  876.5820  or  876.5860.     The  determination  as  to 
whether  a  dialyzer  is  placed  into  Class  II  or  Class  III  is  based 
on  the  permeability  of  the  dialyzer  membrane  to  water. 
Dialyzers  with  water  permeability  greater  than  12  ml/hr-mm  Hg 
are  called  "high  permeability  dialyzers"  and  are  placed  in 
Class  III.     This  classification  was  based  upon  the  increased 
risk  for  excessive  fluid  loss  posed  by  these  devices.  Dialyzers 
wirth  water  permeability  less  than  12  ml/hr-mm  Hg  are  called 
"conventional  dialyzers"  and  are  Class  II.     FDA  has  proposed  to 
reclassify  high  permeability  dialyzers  from  Class  III  to 
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Class  II.     This  decision  was  based  upon  our  increased  experience 
and  knowledge  of  these  devices,   and  upon  our  ability  to  devise 
special  controls  for  these  devices  that  address  the  risks  to 
health  identified  by  the  original  classification  panel. 

Recommendations  for  the  content  of  510 (k)s  for  dialyzers  are 
outlined  in  a  guidance  document  enclosed  at  Tab  A.  This 
guidance  is  currently  in  draft  form. 

Since  1997,   FDA  has  required  manufacturers  who  market  dialyzers 
to  clinics  that  reuse  their  dialyzer   (on  the  same  patient)  to 
label  the  dialyzer  for  multiple  use.     The  labeling  requirements 
are  described  in  a  guidance  document,   entitled  "Guidance  for 
Hemodialyzer  Reuse  Labeling."    Manufacturers  are  required  to 
provide  the  results  of  bench  and  clinical  testing  of  the 
dialyzers  after  the  first  use,   and  after  1,   5  and  15  reuses.  A 
summary  of  this  information  appears  in  the  device  labeling, 
along  with  instructions  for  reprocessing  the  dialyzers  by  at 
least  one  validated  method.     Additional  guidance  on  how  to  best 
conduct  the  bench  and  clinical  tests  was  provided  in  an 
accompanying  document  entitled  "Frequently  Asked  Questions  on 
the  Guidance  for  Hemodialyzer  Reuse  Labeling"  that  was  widely 
disseminated  to  industry  and  other  interested  parties.     Both  of 
these  documents  are  enclosed  at  Tab  B. 

To  date,    FDA  has  received  12  premarket  notification  submissions 
from  five  different  manufacturers  that  contain  hemodialyzer 
reuse  labeling. 

2.  Any  studies  relating  to  the  merits  of  the  reuse  of  dialyzer. 

Numerous  studies  have  appeared  in  the  published  literature  that 
address  the  risks  and  benefits  of  dialyzer  reuse.  In 
particular,    the  National  Institutes  of  Health   (NIH)    is  involved 
in  two  large,  multicenter  studies  on  the  safety  of  dialyzer 
reuse.     Literature  articles  describing  these  are  enclosed  at 
Tab  C. 

FDA  has  conducted  an  analysis  of  all  available  data  on 
hemodialyzer  reuse,    including  data  that  were  submitted  in  the 
hemodialyzer  reuse  premarket  notification  submissions.  This 
study  was  funded  under  a  special  CDRH  review  research 
initiative.     The  purpose  of  the  study  was  to  evaluate  the 
potential  effects  of  reprocessing  and  reuse  on  dialyzer 
performance.     The  analysis  will  also  be  used  internally  to  guide 
future  revisions  of  the  hemodialyzer  reuse  guidance  document 
referenced  above.     The  findings  from  this  study  were  presented 
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in  abstract  form  at  the  American  Society  for  Artificial  Organs 
Annual  Meeting  in  April  1998,   and  in  an  internal  scientific 
presentation  on  hemodialyzer  reuse  in  April  2000.     A  description 
of  the  abstract  and  a  copy  of  the  presentation  materials  are 
enclosed  at  Tab  D. 

3.  Any  guidelines  the  FDA  has  provided  to  medical  practitioners 
regarding  the  reuse  of  dialyzers . 

The  hemodialyzer  reuse  guidance  document  referenced  above 
requires  manufacturers  to  provide  users  with  instructions  on  how 
to  safely  reprocess  their  dialyzers  using  at  least  one  method. 
This  labeling  was  extensively  reviewed  by  FDA  during  the 
premarket  review  process.     The  availability  of  dialyzer  reuse 
labeling  should  improve  the  safety  of  hemodialyzer  reuse  in  the 
United  States  by  giving  the  prescribing  physician  instructions 
for  how  to  perform  reprocessing  on  each  manufacturer's  dialyzer. 
In  addition,   by  providing  a  summary  of  the  bench  and  clinical 
data  on  the  labeling,   the  physician  can  quickly  assess  the 
effects  of  a  particular  reprocessing  method  on  key  hemodialyzer 
performance  characteristics. 

4.  An  explanation  of  when  a  dialyzer  manufacturer  may  label  its 
product  "one  time  use  only"  and  the  clinical  significance  of 
the  use  of  such  a  label  beyond  one  use. 

Manufacturers  may  elect  to  label  their  dialyzers  "single  use 
only",  however,   they  should  not  then  knowingly  market  their 
dialyzer  to  clinics  that  they  know  practice  reuse  of  their 
dialyzer.     If  a  physician  chooses  to  reprocess  and  reuse  a 
dialyzer  labeled  "single  use  only",    it  would  fall  under  the 
"practice  of  medicine"  and  therefore  would  be  the  responsibility 
of  the  individual  physician  or  clinic  to  ensure  that 
reprocessing  and  reuse  is  properly  conducted. 

5.  Any  guidelines  the  FDA  has  provided  to  medical  practitioners 
regarding  the  s terilxzation/cleaning   (reprocessing)    of  dialyzers. 

FDA  has  provided  guidance  on  reprocessing  of  hemodialyzers  in  a 
document  entitled  "Quality  Assurance  Guidelines  for  Hemodialysis 
Devices"      (February  1991) .     A  copy  of  the  relevant  section, 
Chapter  10,   Hemodialyzer  Reuse,    is  enclosed  at  Tab  E.     In  addition, 
as  discussed  above,    the  FDA  has  worked  extensively  with  dialyzer 
manufacturers  to  include  reprocessing  instructions  on  their  device 
label . 
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6.  A  description  of  the  process  by  which  a  defective  dialyzer  is 
reported  to  the  FDA  and  what  actions  the  FDA  takes  once  such  a 
report  is  made. 

Medical  Device  Reporting   (MDR)    {21  CFR  803)    is  the  mechanism  for 
FDA  to  receive  significant  medical  device  adverse  events  from 
manufacturers,   importers  and  user  facilities,   so  they  can  be 
detected  and  corrected  quickly.    Medical  device  user  facilities 
and  manufacturers  must  report  deaths  and  serious  injuries  to  which 
a  device  has  or  may  have  caused  or  contributed,   and  manufacturers 
must  also  report  certain  device  malfunctions.     Additionally,  user 
facilities  and  manufacturers  must  establish  and  maintain  adverse 
event  files  and  must  submit  to  FDA  specified  follow-up  and  summary 
reports.       FDA  uses  these  reports  to  identify  unknown  or  rare 
adverse  events  and  trends,   among  other  things,   that  would  warrant 
corrective  action.  Ultimately,   a  device  may  be  recalled. 

7.  A  list  of  incidents  reported  to  the  FDA  regarding  defective 
dialyzers .     Please  include  a  brief  description  of  the  conplaint 
and  the  steps  that  were  taken  to  resolve  the  complaint. 

FDA  does  not  investigate  and  resolve  every  individual  complaint 
received  about  any  device.     A  summary  of  hemodialyzer  adverse  event 
reports  found  in  the  Manufacturer  and  User  Device  Experience  (MAUDE) 
database  is  enclosed  at  Tab  F. 

8.  Any  other  information  you  feel  would  be  of  assistance  to  our 
investigation . 

In  September  1999,    FDA  held  a  scientific  symposium  to  discuss 
the  latest  clinical  and  scientific  findings  on  hemodialyzer 
reuse.     Speakers  were  invited  from  academia  and  NIH.     A  copy  of 
the  handouts  from  the  symposium  is  enclosed  at  Tab  G. 

Thanks  again  for  contacting  us  about  this  matter.     If  you  have 
further  questions,   please  let  us  know.     A  similar  letter  has 
been  sent  to  Senator  Breaux. 


Sincerely 


Melinda  K.  Plaisier 
Associate  Commissioner 
for  Legislation 


Enclosures  (7) 
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Statement  of  Carol  A.  Keller,  MP  A,  Omaha,  Nebraska 

I  am  writing  to  share  my  opinions  regarding  the  current  state  of  dialysis  care.  For 
over  25  years  I  have  had  end  stage  renal  disease  (ESRD)  with  experience  as  a  hemodialysis 
patient  for  approximately  8  of  those  years.  For  more  than  3  years  now  I  have  been  a  home 
hemodialysis  patient.  I  have  also  had  two  transplants,  one  in  1977  lasting  13  years  and  the 
other  in  1993  lasting  less  than  four  years.  From  my  initial  dialysis  experiences  to  the 
present  day  I  have  observed  a  remarkable  difference  in  the  quality  of  care  provided  at  some 
dialysis  units.  I  would  like  to  emphasize  that  my  current  providers  give  me  excellent  care. 
Unfortunately  I  have  had  dialysis  treatments  at  other  units  in  the  past  and  when  I  travel  I 
have  experienced  significant  quality  of  care  issues.  For  the  past  17  years  I  have  worked  in 
hospital  administration  positions.  During  the  past  7  years  I  have  bean  working  as  the 
Performance  Improvement  Coordinator  for  the  Veterans  Affairs  Nebraska- Western  Iowa 
Health  Care  System.  My  experience  in  the  renal  community  has  included:  National  Kidney 
Foundation  Trustee  and  Officer  in  local  affiliates;  American  Kidney  Fund  Committee  Chair; 
Founder  and  Donations  Coordinator  for  a  children's  kidney  camp;  and,  serving  on  the 
Medical  Review  Board  of  an  ESRD  Network  and  conducting  an  exercise  rehabilitation 
program. 

There  are  many  issues  that  your  Committee  could  address  regarding  the  quality  of 
care  for  dialysis  patients.  I  believe  that  the  foDowing  topics  are  priorities  for  improving  the 
state  of  dialysis  care  to  enhance  patient  outcomes,  which  I  believe  should  be  the  primary 
goal  of  providing  dialysis  services.  While  I  work  in  the  quality  improvement  field  and 
support  improvement  initiatives  for  dialysis  care,  many  of  the  dialysis  processes  still  need 
to  have  quality  control  issues  monitored  and  reviewed  to  ensure  consistent  care  is  provided. 

•  Patient  Safety:  Consistent  staffing  levels  for  all  shifts  and  training  requirements  for  all 
staff.  Standardized  infection  control  and  surveillance  practices,  including  general 
cleaning  and  sanitation  procedures.  Reuse  practices  and  patient  right  of  refusal  to 
reuse. 

•  Patient  Education:  Access  to  information  and  health  care  staff  (dietitians,  social 
workers,  and  physicians).  Ongoing  use  of  quality  of  life  assessment  tools  and  outcome 
measures.   Ongoing  patient  involvement  in  care  plan.  Access  to  support  groups  or 
other  mechanism  for  patient  assistance.  Availability  of  all  treatment  options.  Provision 
of  rehabilitation  services  at  units  including  vocational  rehabilitation,  exercise,  and  self- 
care  options. 

e    Medicare  Provisions:  Review  length  of  time  before  Medicare  becomes  primary  insurer 
(now  30  months  for  employed  patients).  Review  patient  compliance  issues  (shortened 
treatments,  diet  &  fluid  intake,  skipped  treatments,  etc.)  as  patient's  responsibility  for 
Medicare  to  make  payment.  Review  patient  quality  of  life  issues  (nursing  home 
patients,  futile  treatment)  when  providing  treatments.  Review  receipt  of  other 
government  benefits  for  patients  without  employment  and  refusing  rehabilitation 
services.  Include  component  specific  to  patient  rights  and  responsibilities  for  patients 
and  units  to  comply. 


Please  feel  free  to  contact  me  for  additional  information.  Thank  you. 
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I  have  been  thinking  about  ways  to  make  the  dialysis  experience 
a  better  environment  for  all  ESRD  patients.   I  have  enclosed  my 
views/opinions  and  am  certainly  willing  to  discuss  them  at  a 
later  date.  These  notes  can  be  used  for  testimony  too. 

1)  ALL  patient  care  technicians  need  to  be  certified 
(registered  in  a  manner  similar  to  Registered  Nurses)   to  become 
eligible  to  work  in  a  dialysis  setting  providing  medical 
service  to  patients.  Current  patient  care  technicians  can  come 
from  anywhere  and  require  no  medical  background  or  a  high  school 
diploma.  A  hair-dresser  has  more  certification  and  schooling- 
training  to  go  through  to  be  able  to  provide  service  to  clients 
than  do  the  dialysis  technicians  who  have  real   "lives"   in  their 
untrained  hands . 

2)  Patient  to  Patient  care  technician  ratio  should  never  exceed 
a  maximum  of  4:1  due  to  the  inability  of  being  able  to  properly 
render  adequate  medical  attention  to  the  safety  of  the  patient 
in  a  crisis  of  life- threatening  consequence.  Currently,  the 
ratio  goes  up  to  8:1  and  no  one  seems  concerned  except  for  the 
patients  who  are  fearful  of  the  risk  they  are  being  forced  to 
endure . 

3)  There  is  no  incentive  for  dialysis  units  to  perform  better 

as  there  is  little  intervention  from  the  government  to  make  them 
perform  better.  Although  DOQI  is  a  voluntary  guideline,   it  is 
not  mandated  to  be  delivered  to  patients  as  law,   thus  many 
service  providers  simply  continue  do  as  they  please  because  the 
government  established  such  low  levels  of   "minimum  care"  as 
the  only  standard  they  have  to  meet  to  receive  payment  for 
services  rendered.  The  bare-minimum  standards  need  to  be 
raised  so  patients  receive  a  better  health  standard  report 
enabling  them  to  enjoy  some  quality-of -lif e  issues. 

4)  An  improved  grievance  policy  needs  to  be  constructed.  I 
suggest  a  national  grievance  committee  to  hear  complaints  from 
patients  and  then  acts  upon  those  complaints  in  a  responsible 
and  effective  manner.  Too  often  the  ESRD  Networks  side  with 
the  dialysis  providers  to  ease  the  complaint  strife  on  hand. 
Who  really  currently  stands  up  for  the  dialysis  patient  when 
they  have  a  legitimate  complaint?  No  one.  And  if  by  chance 
someone  does  look  into  the  complaint,   the  patient  is  eventually 
labelled  as  a  troublemaker  in  their  chart  and  from  that  point 
onwards,   rarely  receives  any  improvement  in  care.   In  fact, 
reprisals  and  repercussions  usually  are  forced  upon  a  patient 
who  makes  a  complaint,   in  essence,   to  keep  the  patient  in 
provider  control.  The  threat  of  harm  is  the  most  often  used 
reprisal,  and  yet,   no  one  outside  of  the  dialysis  industry 
listens  to  realize  the  practice  is  real.     It  does  happen.  It 
happened  to  me.     We  need  to  establish  a  systematic  way  of 
handling  complaints  without  fear  of  reprisal  for  making 
suggestions  aiming  to  improve  dialysis  care.  The  ever 
omnipotent  dialysis  provider  needs  to  realize  the  patient  is 
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not  the  last  thing  on  their  list  of  priorities,   but  should  be 
the  first. 

5)  I  believe  dialysis  patients  should  sign  for  their  daily, 
weekly,   or  monthly  dialysis  treatment  sessions  before  the  bills 
are  cent  in  for  payment.  Too  often  I  fear  many  bills  go  to 
Medicare  and  are  potentially  invalid  as  to  drugs  used  or 
services  rendered   (in  other  words,   fraud  likely  exists  but 

who  ever  checks?) .  Who  would  be  better  able  to  justify  what 
happened  at  the  treatment  session  than  the  patient  who  was  in 
the  treatment  firsthand.   If  patients  were  able  to  treat  their 
Medicare  dollars  as  if  was  their  own  out-of-pocket  money,  I 
doubt  such  elusive  bills  for  untold  amounts  of  hipocracy  would 
ever  occur.  The  Medicare  system  could  rightfully  save  billions 
of  dollars  annually  just  by  having  the  patient  "confirm  by 
signature"  what  is  being  billed  to  their  medicare  number 
substantiating  the  services  billed/drugs  administered  actually 
occurred. 

6)  More  governmental  inspections  of  dialysis  units  should  occur, 
and  they  should  be  thorough  inspections  which  arrive  unannounced 
at  any  time  during  the  working  schedule.  There  is  too  much 
failure  in  the  system  when  it  allows  a  dialysis  provider/unit  to 
"know"  when  an  inspection  is  about  to  occur,   generating  the  unit 
to  administrate  an  immediate  ability  to  clean  up  the  area  and 
get  everything  in  order  as  if  this  one  day  inspection  makes  the 
unit  able  to  pass  muster  for  years  worth  of  vagrant  medical 
failures  and  lack  of  aseptic  conditions/techniques.  The  idea  is 
to  make  the  unit  more  responsible  so  patients  can  enjoy  the 
atmosphere  of  cleanliness  and  safety  with  no  fear  about 
potential  health  risk  because  the  unit  simply  is  busy  and 
doesn't  care  enough  to  practice  better  bio-hazard  handling 
standards.   Blood  on  the  floor,  poor  glove  changing  and  or 
washing  of  hands,   are  things  which  need  to  be  better 
controlled.     When  a  patient  makes  comment  about  such  poor 
practice,   it  simply  angers  the  unit  personnel  and  then  reprisals 
are  set  in  action.   It  is  real. 

7)  More  dialysis  night  time  hours  should  be  available  so 
patients  can  return  to  work  without  fear  of  missing  too  much 
work  because  dialysis  treatment  is  not  available  at  the  time 
needed.   If  you  want  more  ESRD  patients  to  go  back  to  work,  it 
is  urgent  to  make  a  remedy  available  which  is  easy  to 
accomplish.  ■ 

8)  Regular  servicing  of  dialysis  chairs  should  be  a  requirement 
too.   Chairs  are  often  broken,   seats  torn,   springs  sticking  out, 
or  seat  bottoms  broken  and  the  unit  seems  to  not  care.  Yet 
patients  are  forced  to  sit  in  these  hazards  as  if  their  comfort 
is  not  to  be  maintained.   It  is  frustrating.   I  suggest  one  try 
sitting  in  a  broken  down  chair  strapped  up  like  a  mouse  in  a 
trap  for  4  hours  and  see  how  uncomfortable  the  situation 
becomes  and  the  mistrust  which  develops  because  of  same.  The 
units  simply  don't  care  about  patients  or  the  condition  under 
which  they  must  survive,   even  if  it  is  only  for  a  few  hours.  It 
is  horrible  to  realize  a  treatment  is  much  like  a  torture  time 

. .   all  because  the  patients  voice  goes  unheard  or  disregarded 

by  the  personnel  as  if  to  say,    "we  can  not  hear  you  nor  do 

we  want  to  hear  you.   Simply  sit  there  and  get  whatever  we  give 

you  without  question."  This  too,   is  a  dialysis  patients  inhumane 

reality. 


* 
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9)  It  would  be  ever  so  nice  if  a  social  worker  was  actually- 
available  to  handle  the  social  and  mental  affairs  of  patients 
who  request  assistance.  Currently  the  social  worker  is  doing  the 
preparation  to  establish  the  Medicare  billing  to  go  through  and 
is  so  ove2rworked  (with  a  ratio  of  1  social  worker  to 
approximately  150  patients)   there  is  no  time  to  "socialize"  to 
learn  about  the  real  person  and  the  problems  which  could  be 
resolved.   The  fault  lies  in  the  \inits  not  having  enough  social 
workers   (and  dieticians  too)  available  to  handle  the  patient 
workload  of  those  who  need  adequate  assistance.  More  staff 
should  be  hired  to  diminish  this  oversight  and  render  the  ESRD 
patient  the  means  to  improve  their  outcome. 

10)  Travel  from  center-to-center,  state-to-state,   is  a  not-so- 
funny  joke.  This  travel,   called  transient  dialysis,   is  extremely- 
frowned  upon  as  it  is  the  social  worker  who  is  inevitably  left 
to  to  manage  the  arrangements.  Even  when  the  patient  tries  to 
help,   the  service  is  poor  and  the  assistance  needed  to  make  the 
arrangements  are  so  spotty  it  is  extremely  difficult  to  make  any 
travel  or  vacation  "tentative"  plans.  Yet  the  ind-astry  promotes 
unjustly  informing  patients  not  to  worry,   dialysis  won't  stop 
your  ability  to  travel.  Who  are  we  kidding  if  not  ourselves? 
Travel  because  of  lack  of  interest  at  the  unit  level  of 
personnel  is  horrible.   There  needs  to  be  a  better  way  of 
accessing  transient  dialysis  by  the  patient  directly 

without  so  much  rigorous  intervention  by  the  staff  making 
travel  arrangements  almost  an  impossibility,   especially  if  the 
patient  pushes  onward  to  accomplish  the  task.  Better 
long-term  confirmation  needs  to  be  available  too. 

11)  A  scientific  study  should  be  performed  to  determine  if  an 
elevated  hematocrit  above  the  current  3  3%-3  6%  level,  would 
better  serve  to  get  ESRD  patients  back  to  a  better  quality-of- 
life  and  potentially  get  them  back  to  the  mainstream  of  society 
and  part  of  the  working  strata.   Patients  now  are  currently  kept 
at  a  low  level  of  energy  --  is  it  to  keep  themi  repressed  so  they 
don't  create  social  outcry  or  is  it  because  we  are  unwilling  to 
make  them  whole  again?  If  dialysis  is  acceptable  as  the 
treatment  to  keep  ESRD  patients  alive  when  the  kidneys  fail,  we 
should  make  it  our  determined  goal  to  make  the  technology  we 
have  available  today  perform  at  its  highest  potential  rendering 
the  goodness  it  is  capable  of  delivering.   If  raising  the 
hematocrit  level  could  achieve  this  goal,   it  should  be 
pursued  and  acted  upon  with  vigorous  enthusiasm.  The 
technology  is  available  to  make  this  happen,  why  don't  we 

make  its  benefits  to  mankind  become  a    recognizable  reality 
actually  achieved?  Lives  ultimately  depend  upon  it.  Believe  it. 

12)  Risky  as  it  may  seem,   I  think  the  government  should  ward  off 
allowing  dialysis  to  be  rendered  from  subcontractors  (dialysis 
providers)   who  have  learned  to  manipulate  cost  and  performance, 
diminishing  the  delivery  of  quality-driven  service  to  patients 
at  the  cost  of  the  health  of  the  patients  themselves,   all  in  the 
neune  of  making  a  better  profit  margin  for  its  shareholders.  When 
a  unit  scores  a  big  gain  in  profit,  many  dialysis  patients  lost 
with  their  lives  in  some  fashion  to  render  the  gain  the  unit 
proudly  displays.  Maybe  a  non-profit  status  would  better  seirve 
patients,  but  only  if  payroll  restrictions  were  monitored  to 
diminish  the  huge  outlay  of  cash  to  corporate  high  level 
CTiployees  as  if  to  suggest  the  bulk  revenue  was  going  towards 
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patient  care  when  in  effect,   it  was  being  saddled  up  in  the 
CEO's  wallet  and  benefits  portfolio.   Patients  suffer  with  the 
current  system  of  how  profit  is  derived  from  the  dialysis 
unit  strategy,   who  try  endless  ways  to  stretch  out  every 
dollar  paid  in  from  Medicare  as  if  profit  was  the  only  real 
reason  for  rendering  dialysis  treatment,   and  certainly  not 
for  improving  the  well-being  of  the  patients  it  has  contracted 
to  provide  life-saving  service.   It  is  sad  to  learn  patients 
have  a  monetary  value  when  a  unit  decides  to  sell  itself  to 
another  company  --  patients  are  worth  approximately  $50,000  a 
year  and  are  "sold"   in  mass  as  if  they  were  slaves  by  a 
pompous  trader  who  is  only  interested  in  what  the  "patient 
dialysis  commodity"  will  deliver  in  profit  standards  to  their 
wallets.  We  have  a  long  way  to  go  yet  when  we  can't  realize 
these  dialysis  slaves  are  people  who  simply  have  a  treatable 
disease.   Patients  are  family  too.  No  one  deserves  to  be  treated 
with  such  indignity  or  inhumane  practices.  Until  it  is  stopped 
or  better  controlled,   profit  will  be  the  ugly  manipulative  pimp 
taking  money  from  the  quiet  unobstructed  raping  of  people  who 
themselves  are  in  need  but  have  no  way  to  fight  back 
effectively.   Profit  within  the  dialysis  industry  is  not  the 
way  to  deliver  good  treatment  to  patients.   Profit  has  proven 
itself  unable  to  deliver  goodness  as  we  are  now  exploring  the 
reasons  why  such  an  effective  medical  technology  is  so 
misunderstood  and  charged  with  such  anger  and  mistrust.  No  one 
wants  to  change  the  paradigm,   especially  those  who  are  cleaning 
up  excessive  profit  on  an  unregulated  and  often  overlooked 
medical  situation.  The  Medicare  system  is  at  fault  for  not  being 
more  restrictive  on  how  service  is  delivered  and  at  what  profit 
level  should  be  considered  acceptable  as  normal  for  the 
treatment  has  become  a  part  of  the  national  good  and  paid 
faithfully  by  the  work  force  in  the  Nation  today.   I  doubt 
many  people  would  respect  the  current  method  of  how  dialysis 
is  rendered  to  those  in  need.  Change  is  desperately  needed. 

I  again  offer  my  assistance  to  brainstorm  finding  viable  ways  to 
satisfy  and  remedy  this  ongoing  dialysis  crisis  dilemma.  The 
solutions  are  there  if  we  take  the  appropriate  action  needed  to 
change  the  current  paradigm  and  make  dialysis  a  treatment 
strategy,   not  a  money  making  scheme.  The  goodness  of  quality 
treatment  is  lost  to  those  in  the  industry  who  have  manipulated 
the  payment  method  to  reap  benefits  largely  into  their  hands  at 
the  expense  of  delivering  less  than  perfect  care  to  patients  who 
rely  upon  them  to  live,   and  the  industry  not  caring  one  single 
bit  about  the  patient  being  seriously  hurt  or  loss  of  life  in 
the  whole  process. 

Change  is  desperately  needed.   I  certainly  hope  and  pray  the 
Senate  meeting  this  Monday  sets  the  eyes  on  America  to 
investigate  the  misdeeds  and  malpractices  of  the  current 
dialysis  industry  for  all  to  bear  witness  to  a  crime  against 
humanity.  There  must  be  justice  in  the  civilized  world  and  I 
know  we  can  find  it  quickly.  Many  patients  can  help  too. 

Sincerely, 


Dale  Ester 
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statement  of  Frank  Brown 


I  have  been  a  dialysis  patient  since  1977,   at  six  different 
clinics  around  the  country.   In  that  23  years,  my  life  has  been 
made  much  more  difficult  than  it  ever  had  to  be,  by  a  system 
that  seems  to  operate  on  the  principle  of  benign  neglect,  that 
treats  people  as  commodities  to  be  profited  from,   rather  than 
as  patients  to  be  cared  for. 

My  well-being  and  rehabilitation  have  never  been  a  priority  for 
these  clinics:  rather,   it's  get  on  the  machine,  off  the  machine, 
accept  your  fate,  and  don't  complain.     Any  problems  not 
immediately  threatening  the  course  of  dialysis  are  commonly 
disregarded.     Never  one  to  passively  accept  avoidable  problems, 
I  have  been  labeled,  harassed,   and  many  times  pressured  to 
leave . 

Since  most  patients  are  too  intimidated  to  press  an  issue,  it 
seems  that  common  clinic  policy  is  to  get  rid  of  the  minority 
who  will  speak  up,   rather  than  to  solve  problems  or  make  changes 
they  might  find  inconvenient. 

I  have  experienced  so  many  incidents  of  neglect  and  outright 
exploitation,   it  would  take  hours  to  relate.  My  first  kidney 
doctor,   probably  the  best  one  I  ever  had,   quit  the  practice  when 
reuse  with  formaldehyde  was  begun  in  1977,   against  FDA 
recfulations . 

While  on  peritoneal  dialysis  in  1984,   a  careless  procedure  by  a 
nurse  caused  peritonitis,   which  the  doctor  did  not  treat 
properly  for  two  whole  days,   leading  to  early  failure  of  the 
treatment,   and  two  subsequent  bowel  obstruction  operations. 
While  back  on  he.-nodialysis ,   in  1994,   I  discovered  that  an 
increase  in  the  bicarbonate  level  in  the  dialysate  would 
eliminate  severe  aftereffects  of  treatment  that  I  had  been 
suffering  for  years.     My  doctors  refused  to  change  it,  saying 
it  was  impossible,   too  difficult,   dangerous,   against  their 
lawyer's  advice,   and  that  I  was  grasping  at  straws.  Eventually, 
they  raised  it  slightly,   but  kept  changing  it  back.     After  six 
years,   with  a  new  nephrologist ,   it  has  now  been  raised  to  a 
minimally  comfortable  level.     There  are  a  number  of  studies 
available  showing  that  higher  dialysate  bicarbonate  levels  are 
better  for  patients'  health. 

The  worst  abuses  in  my  case  have  involved  the  mismanagement  of 
anemia,   and  the  administration  of  Epogen,   the  anti-anemia  drug. 
In  1997  my  clinic  began  allowing  my  blood  count  to  fall 
drastically,   after  it  reached  the  arbitrary  level  of  36.5% 
hematocrit.     I  warned  the  nurses  ahead  of  time  that  this  would 
likely  cause  problems,   but  they  refused  to  listen,   telling  me 
that  they  were  "just  following  orders."     The  first  time  this 
happened,   in  June  1997,   I  experienced  the  most  severe  pain  in  my 
hands  and  arms,   as  the  dropping  hematocrit  exacerbated  the 
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preexisting  conditions  of  neuropathy  and  carpal  tunnel  syndrome. 
I  also  became  extremely  exhausted  for  two  solid  months.  My 
complaints  were  scorned  and  derided,   and  I  was  told  to  find 
another  clinic  if  I  was  not  "happy"  with  their  methods.  The 
National  Kidney  Foundation  did  a  survey  around  this  time,  and 
heard  from  about  100  patients  who  had  problems  with  drastically 
falling  hematocrits,   and  this  was  also  a  hot  topic  on  the 
Internet.     The  NKF-DOQI  has  ten  citations  concerning  improved 
health  in  dialysis  patients  with  normal  hematocrits. 

By  October,   I  was  somewhat  recovered,   and  my  hematocrit  reached 
42%,   the  first  time  it  had  ever  reached  normal  range,   and  I 
experienced  an  amazing  increase  in  energy  and  endurance.  This 
did  not  last,   as  they  again  decided  to  let  it  drop,   to  3  2%.  I 
again  warned  them  that  this  would  cause  problems,  and  again,  I 
was  ignored.     This  time  it  was  worse,   coming  on  the  heels  of  the 
previous  incident,   and,   in  addition  to  another  two  solid  months 
of  exhaustion,   I  experienced  progressive  loss  of  the  use  of  my 
hands.     Again,   I  was  told  to  find  another  clinic  if  I  was  not 
happy.     I  appealed  to  every  agency  I  could,   up  to  HCFA,  but  they 
all  gave  the  clinic  a  free  pass.     I  have  been  left  with  greatly 
diminished  use  of  my  hands,   amounting  to  a  whole  new  disability. 
The  doctor  later  gave  me  an  exemption,   to  42%,   from  the  standard 
anemic  hematocrit  of  32-36%  but  the  clinic  has  been  unable  to 
maintain  that  level,   with  wide  fluctuations.     In  November  of 
1999,   my  hematocrit  reached  42%,   and  I  warned  them  that  the 
Epogen  must  be  decreased  significantly,   to  maintain  that  level. 
They  ignored  me  again,    following  their  standard  protocol.  This 
caused  my  hematocrit  to  rise  to  a  dangerous  level,  causing 
severe  shortness  of  breath,   and  illness,   because  I  could  not 
dialyze  properly,   and  it  again  took  two  months  to  recover.  They 
ignored  this,   pretending  they  couldn't  understand  it,   and,  of 
course,   none  of  my  difficulties  were  ever  charted.     In  fact, 
after  the  first  two  incidents,   Medicare  investigator  Ken  Simpson 
told  me  that  nothing  untoward  had  happened,   since  there  was 
nothing  charted  about  it,   it  would  be  illegal  for  them  not  to 
chart  it,   and  of  course,   they  wouldn't  do  that.     I  had 
previously  written  some  of  my  complaints  in  the  patient  care 
plan,   but  that  was  ignored,   too.  This  has  been  an  ongoing 
violation  of  my  inherent  and  explicit  right  to  participate  in 
treatment  planning,   and  it  has  caused  me  serious  harm. 

There  is  a  lot  more  to  my  story,   and  I  know  many  around  the 
country  that  have  had  similar  experiences. 

When  I  go  into  the  clinic,   I  never  know  what  to  expect.  One 
time,   about  a  year  and  a  half  ago,   a  woman  sitting  across  from 
me  died  during  dialysis.  They  just  laid  her  out  on  the  floor, 
half  covered  by  a  sheet,   right  in  front  of  me  and  another 
patient,   and  then  left  the  room  until  the  coroner  came,   over  an 
hour  later.     It  is  like  a  war  zone. 

All  I  and  other  dialysis  patients  want  is  a  fair  chance  to  have 
worthwhile  and  enjoyable  lives,   and  to  participate  and 
contribute  to  society. 
Thank  you . 


♦ 
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Mr.  Swamidoss- 

This  is  a  partial  record  of  events  at  my  clinic  from  1993-1994. 
I  have  kept  such  records  intermittently  over  the  years,  but 
would  get  frustrated  and  stop,   as  it  appeared  no-one  was 
listening,   and  it  was  doing  no  good. 

>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>> 

SEPTEMBER  13,    1993,  MONDAY    Regular  machine   (Fresenius)  is 
broken,   so  I  am  put  on  the  old  machine   (Cobe) .   I  tell  them 
I  will  refuse  reuse  on  old  machine.  They  say  the  Fresenius 
will  be  fixed  by  Wed.   15.  Blood  is  drawn  for  monthly  lab 
reports.   Total  time  about  3:30  Feel  like  treatment  is 
inadequate . 

SEPTEMBER  15,   WEDNESDAY      Fresenius  still  broken;  on  Cobe  with 
reused  dialyser.     I  told  them  I  did  not  want  reuse  with  old 
setup,  but  it  would  have  shortened  my  time  even  more,   so  I 
went  ahead  with  it.     Total  time  3:00.  Felt  sick  after 
treatment;  worse  after  eating- -nausea  and  heartburn.  Same 
Thursday  and  Friday. 

SEPTEMBER  17,   FRIDAY        Still  on  old  machine.  Dialyser  on  third 
use.   I  tell  charge  nurse   (Kerri)    'I  want  a  new  one'  but  she 
refuses  because  she   'doesn't  have  time.'     Dialyser  is  already 
half  clotted.   I  tell  her  that  my  time  should  be  extended  to 
compensate,   but  she  says  she  needs  a  doctor's  order.  She 
refuses  to  call  the  doctor  and  refuses  to  let  me  use  the  phone 
to  call  him  myself.     Lab  reports  are  in  from  Monday  Sept.  13. 
The  URR   {urea  reduction  rate)  was  54%   (normal  is  at  least  60%), 
and  that  was  on  the  FIRST  use.  Arrived  2:40,   on  3:45,   off  7:00. 
Total  time  3:20.   Feeling  very  sick  after  treatment,   and  very 
sick  all  weekend. 

SEPTEMBER  20  MONDAY  Arrived  2:40,   on  3:45,   off  7:00.     Total  time 
3:15  Still  sick.     I  tell  Dr.  Wilson  what  happened.     He  chews 
out  nurses,   tells  them  'they  know  they  are  to  extend  time  when 
this  happens' .     A  week  or  so  later,  word  comes  down  from  Zohlman 
(medical  director)   that  the  nurses  did  nothing  wrong.     One  nurse 
(Teeta)   tells  me  that  a  report  must  be  filed  because  of 
inadequate  dialysis   (low  URR).  This  was  never  done. 

SEPTEMBER  22  WEDNESDAY    Arrived  2:30,   on  3:30.  At  6:00,  venous 
blood  chamber  is  clotting,   the  nurse   (Kerri)  waits  too  long  to 
change  it,   by  the  time  she  tries  to  return  my  blood,   it  has 
turned  dark,   and  I  get  bad  symptoms,   so  must  be  taken  off 
machine  at  6:30.  Total  time  3:30. 

OCTOBER  25  MONDAY      I  am  finally  starting  to  feel  better  after 
one  month.     I  ask  Kerri  if  there  was  an  incident  report  filed 
for  inadequate  dialysis  for  the  week  of  Sept.   13-17.   She  says 
no.     She  says   'I  should  be  grateful  for  'any"   treatment.'  It 
would  be  easy  to  blame  Kerri  for  these  and  other  incidents. 
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but  the  fact  is  that  she  was  just  carrying  out  company  policy, 
although  in  a  more  obnoxious  manner  than  usual. 

OCTOBER  27  WEDNESDAY  Cathy  Ellis,  the  head  nurse,  tells  me 
they  were  "just  following  Doctor's  order"  in  not  extending  my 
time  while  on  old  machine. 

NOVEMBER  1993.     The  machines  have  been  breaking  down 
sporadically  throughout  the  year,   the  worst  event  being  in 
September  when  I  was  on  the  old  machine  for  three  treatments 
in  a  row  and  was  sick  for  a  month  afterward.   In  November,  the 
TMP   (trans  membrane  pressure)  meters  on  the  machines  seemed  to 
have  been  set  too  low,   so  that  they  often  would  fall  out  of 
range,   usually  in  the  last  hour  of  treatment,  necessitating 
lower  blood  flow  and  thereby  poorer  treatment.  Sometimes 
the  blood  flow  had  to  be  set  so  low  that  I  started  feeling 
sick  and  had  to  stop  early.   I  requested  that  they  get  someone 
from  the  machine  company   (Fresenius)   to  look  at  it,  but  R.J. 
the  chief  technician  said  there  was  nothing  wrong,   so  nothing 
was  done.     At  one  point,   a  technician  from  Fresenius  did  come 
into  the  clinic,   and  determined  that  the  machines  were  not 
properly  calibrated,   but  this  was  ignored,  and  nothing  was  done. 
One  of  the  staff  members,   Gary,   told  me  he  was  frustrated  by  all 
the  machine  problems  and  the  water  supply  shutting  down  so  often 
that  he  couldn't  do  his  job  properly.     He  has  since  quit. 

DECEMBER  1993.     I  started  taking  notes  to  have  some  record  of 
events . 

MONDAY  DEC.   27     -Arrive  2:30,  machine  occupied.  On  at  3:35, 
off  at  7:00,   3:25  total  time  TMP  bottomed  out  last  hour  of 
run.   Blood  flow  reduced  from  400  to  270  to  keep  TMP  above  zero 
-third  time  in  a  row  this  has  happened. 

WEDNESDAY  DEC  2  9     arrive  2:40,   on  2:50,    full  time  TMP  still 
not  fixed. 

FRIDAY  DEC  31       arrive  1:40,   on  1:50,   off  5:50,    full  time  TMP 
still  not  fixed. 

MON.   JAN  3     arrive  2:35,   on  3:20,    off  6:50,   3:30  total  TMP 
still  not  fixed. 

WED  JAN  5  arrive  2:30,  on  2:40,  4:00  total.  TMP  still  not 
fixed  blood  flow  down  to  250  in  last  1.5  hours  of  treatment 
down  to  230  last  forty-five  minutes. 

THURS  JAN  6  I  called  Suzi  Fregeau,    BMA  administrator  told 

her  about  the  TMP,   she  said  she  would  talk  to  Nora,    (head  nurse) 

and  have  her  talk  to  me.  , 

FRI  JAN  7  arrive  2:45,   machine  being  worked  on  3:30,   off  7:00, 
3:30  total.   TMP  working 

MON  JAN  10     arrive  2:30,   waited  one  hour,   on  3:45,   off  7:15, 
3:30  total 

WED  JAN  12     arrive  2:30,   on  3:10,   off  7:10,   4:00  total  machine 
working  OK 


FRI  JAN  14     arrive  2:35,   on  3:10,   off  7:00,    3:50  total 
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MON  JAN  17     arrive  2:40,   on  3:30,   off  7:10,   3:40  total  time, 
clinic  very  hot 

WED  JAN  19     arrive  2:30,   on  2:50  air-conditioning  on-  clinic 
freezing  5:15  I  wake  up  from  nap,  notice  that  the  TMP  is 
malf \inctioning  and  blood  flow  has  been  reduced  from  400  to  200, 
with  nothing  about  it  on  the  chart.   5:30     switch  to  different 
machine  5:50  same  problem  on  different  machine,   blood  flow 
220-250  6:00  Zohlman  comes  by,   apologizes  for  the  way  things 
have  been  going,   says  things  are  changing  for  the  better.  6:10 
blood  flow  to  210,   feeling  bad,   off  by  6:20  total  time  about 
2  hours  effective  dialysis. 

FRI  JAN  21     run  4.5  hours  to  compensate  for  Wednesday  machine 
working 

NON  JAN  24  4:00  total 
WED  JAN  26     4:00  total 


FRI  JAN  28     arrive  2:20,   on  3:00  4:00  machine  shuts  down 
with  no  noise  or  alarm,   I  happen  to  be  watching  at  the  time, 
nurse  turns  it  back  on  5:00  tech  (Russ)   says  it's  unsafe, 
says   'switch  to  other  machine'   6:00  other  machine  still  not 
ready--never  switched  off  at  7:00,   4  hours  total 

MON  JAN  31     arrive  2:20,  machine  just  now  being  worked  on. 
on  at  3 :20 

6:20     TMP  dropping,   blood  flow  to  300 
6:40     blood  flow  to  250 

6:50     blood  flow  to  200,   come  off  at  6:50 
total  time  3:30,  effectively  3  hours 

WED  FEB  2       arrive  2:25,   on  2:35 

3:20  TMP  Starts  dropping,  blood  flow  to  350,   then  300 
blood  flow  down  to  2  00  by  6:00,   come  off  machine 
3:30  total,   very  poor  quality 

FRI  FEB  4      arrive  2:25,   switched  to  different  machine,  must 

wait  3:15  water  goes  out,  all  patients'  blood  returned 
4:00  on  machine 

6:15  clotting  in  bloodline,   line  is  changed  and  clots 
again  now  dialyser  is  clotted,  dialyser  cind  line  are 
changed,  dialyser  and  line  clot  again,  are  changed 
again.   LOST  ABOUT  ONE  PINT  OF  BLOOD 
7:00  back  on  after  45  minutes 
8:00  off  machine,   3:15  total. 


MID-FEBRUARY        Doctors  and  staff  decide  that  there  is 
nothing  wrong  with  the  machines,   so  there  must  be  something 
wrong  with  me.     They  send  me  to  have  a  fistulagram,   to  see  if 
there  is  narrowing  of  the  vessel,  which  can  be  expanded  by  a 
balloon.     The  fistulagram  finds  nothing  wrong,   but  the 
technicicin  decided  to  expand  the  balloon  far  up  in  my  shoulder, 
where  the  vessels  were  normal.     It  hurt  too  much,   and  I  made 
him  stop.     Another  patient  had  a  vein  torn  by  the  same 
techniciaji. 

Things  continued  as  usual  at  the  clinic  for  quite  a  while,  until 
eventually,   the  chief  tech  was  replaced,  and  the  TMP  problem 
was  resolved. 
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Dialysis  Senate  Subcommittee 

Thank  you  for  this  opportunity  to  be  heard.  The  foregoing  testimony  represents  how 
End  Stage  Renal  Disease  and  Kidney  Dialysis  has  evolved  into  a  National  Use  and 
Abuse  of  Medicare  Dollars  and  Dialysis  Patients.  This  National  Abuse  frequently 
includes  unreported  patient  deaths  that  are  not  related  to  their  chronic  disease,  but  to 
unethical  and  immoral  practices  of  facilities. 

Like  so  many  others  in  the  dialysis  field,  I  was  just  a  healthcare  worker  who  received 
"on  the  job"  training.  I  am  not  licensed  or  registered  with  any  state  or  healthcare 
organization.  I  had  direct  and  complete  hands  on  care  responsibilities  for  patients 
including  inserting  needles  into  their  veins  or  graft  in  order  to  connect  them  to  their 
dialysis  machine  to  initiate  their  lengthy  treatment.  I,  like  many  others  at  this  level,  did 
not  have  a  comprehensive  understanding  of  the  renal  diseases  and  process,  the 
psychosocial  problems,  and  most  of  all,  the  dangers  of  the  equipment  used  and 
problems  associated  with  the  chemicals  used  in  the  reprocessing  of  dialyzers. 

After  months  and  months  of  witnessing  the  improper  use  of  equipment,  supplies,  dmgs 
and  above  all  watching  licensed  professionals  to  permit  these  acts  to  proceed  at  the 
cost  of  the  patients  health  and  welfare  brought  numerous  concerns.  I  followed  the 
chain  of  command  with  no  results.  My  conscience  would  not  let  me  be  silent  and  I  filed 
my  complaints  with  the  Region  10  HCFA  Office,  which  violated  my  confidentiality,  and 
advised  the  Renal  Network  to  handle  my  complaint  that  ironically  was  about  them.  I  did 
file  a  formal  complaint  with  the  State  Department  of  Health  in  which  the  investigation 
discovered  that  the  State  does  not  regulate  End  Stage  Renal  Disease  Facilities  and, 
therefore,  could  not  impose  sanctions. 

This  is  a  matter  of  conscience  and  ethical  wrongdoing  by  those  in  charge  of  Kidney 
Dialysis  in  this  country.  I  have  documentation,  letters,  phone  calls  and  interviews  from 
patients,  their  families,  dialysis  employees  and  even  from  professionals  that  will  prove, 
without  a  doubt,  that  urgent  regulations  need  to  be  mandated  in  providing  the  dialysis 
community  with  healthcare  that  has  morals,  ethics,  legal  boundaries  and  above  all  the 
care  and  respect  that  patients  deserve. 

As  a  Nation  we  have  always  lent  a  helping  hand  to  other  countries  far  and  wide.  We 
encompassed  human  rights  issues  and  were  angered  at  man's  inhumanity  to  one 
another.  Senators,  the  inhumanity  is  alive  and  thriving  in  the  industry  called 
dialysis.  These  dialysis  corporations  have  the  finances  to  purchase  lobbyist  and  public 
relation  firms  to  sway  you  to  their  side.  These  corporations  have  become  inhuman  as 
to  their  scheming  continues  in  profiting  at  the  expense  of  public  physical  and  mental 
health  and  receiving  only  a  slap  on  the  hand  for  their  wrongdoing. 

It  is  time  we  expose  and  confront  the  dialysis  industry.  Many  a  brave  patient  has  stood 
up  to  no  avail.  Patients  have  learned  that  a  democracy  is  not  allowed  in  some  dialysis 
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units.  Many  are  afraid  to  complain  because  it  is  their  very  lives  that  are  held  in  this 
delicate  balance.  You  don't  complain  to  the  Warden  because  he  will  leave  you  with  his 
guards.  It  saddens  my  heart  to  think  that  these  patients  are  putting  their  most  sacred 
possession  "Life"  in  the  hands  of  an  industry  that  only  has  one  thing  in  mind  and  that  is 
financial  gain.  Patients  have  no  where  to  turn  outside  of  the  industry  and  are  placed  in 
a  "Do  or  Die"  situation.  The  industry  owns  all  the  cards  in  this  poker  game  and  at  this 
point  has  all  the  chips  on  their  side  of  the  table. 

For  Profit  Dialysis  has  the  only  group  of  physicians  who  are  immune  from  the  Anti- 
kickback  Statute  and  the  Stark  Law,  which  means  physicians,  can  profit  from  their 
patient's  care  in  more  ways  than  one.  This  has  led  to  huge  cash  and  stock  options 
given  to  the  physicians  from  the  for-profit  corporations.  Physicians  are  given  x  amount 
of  dollars  to  refer  patient's  to  a  clinic.  The  cheaper  a  clinic  is  mn  shows  up  in  maximum 
benefits  of  the  profit  sharers.  Our  patients  now  are  on  the  Stock  Exchange  since  their 
physician  is  now  in  business  with  the  Dialysis  Corporation.  These  large  corporations 
will  try  to  convince  you  their  budget  is  being  sacrificed  because  the  government  hasn't 
given  them  a  raise.  The  dialysis  industry  knows  that  this  is  the  only  medical  disease 
that  the  government  pays  as  primary  80%  of  all  costs  for  everyone  and  the  patients 
insurance  is  secondary.  Then  to  top  it  off  the  government  is  charged  an  extra  fee  of 
S200.00  or  more  per  month  from  physicians  for  acknowledging  his  patient  is  still  alive. 
Check  the  Stock  Market  and  it  will  confirm  that  these  physicians  and  dialysis 
corporations  are  making  millions  of  dollars  in  profit  off  of  government  expenses  and 
patients  lives.  I  must  ask  you,  "Are  our  patients  lives  up  for  Public  Trading?"  This  is 
simply  conflict  of  interest. 

HCFA  set  up  what  is  call  the  Networks.  These  Networks  are  responsible  to  give  the 
statistics  to  the  government  and  to  handle  all  dialysis  oriented  complaints.  When  1 
complained  to  HCFA,  Medicare  and  the  Attorney  General  it  went  straight  to  the  Network 
without  any  whistle  blowing  immunity.  1  questioned  who  was  on  the  Network  Boards, 
and  there  were  three  board  members  of  the  company  I  wanted  investigated  since  and 
that's  when  I  found  out  all  patient's  complaints  were  sent  back  to  the  patient's  unit  to  be 
resolved. 

Discovering  that  the  statistics  the  government  was  given  was  on  the  honor  system 
wasn't  surprising.  To  date,  Dialysis  has  No  Standards,  No  oversight  and  No 
Accountability.  You  only  have  the  DOQl  Guidelines  that  disclaim  the  same  guidelines 
from  the  Kidney  Foundation.  (???)  A  patient's  dialysis  treatment  is  based  on  lab 
findings  and  some  companies  even  own  the  laboratories.  Many  times  a  patients 
treatment  is  based  upon  the  accuracy  of  the  dialysis  machine,  and  again  who  owns, 
operates  and  calibrates  these  machines?  All  we  know  to  date  is  the  more  dialysis  the 
better.  The  patient's  quality  of  life  is  the  true  indicator  of  proper  dialysis. 

This  now  brings  me  to  the  focus  of  the  healthcare  workers  who  are  burned  out  and 
actually  an  assembly  line  worker.  The  facility  dictates  when  a  patient's  treatment  starts 
and  ends  and  seldom  is  time  allowed  in  between  to  assure  patient  safety.  Their  health 
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and  welfare  is  jeopardized  all  for  the  sake  of  numbers  and  profit. 

Dialysis  clinics  are  paid  for  a  full  treatment  even  if  the  patient  dialyzes  only  a  minute. 
So  clinics  can  cut  a  patients  time  and  then  justify  adding  an  additional  run  a  week 
creating  more  profit.  Company  profits  are  based  upon  the  ability  to  measure  and  limit 
the  use  of  supplies.  Low  quality  supplies  are  purchased  to  Maximize  their  profits. 
Patient  safety  suffers  due  to  using  "a  one  size  fits  all  treatment  plan." 

And  speaking  of  patient  safety... let's  look  at  the  training  or  education  that  is  supplied  to 
the  new  employee  that  has  no  previous  experience.  In  most  facilities  the  training  is 
inadequate.  New  employees  are  out  on  the  floor  without  even  a  clue  to  what  lies  ahead 
after  a  brief  training.  Strict  training  regulations  must  be  put  in  place  because  our 
patients  are  paying  the  price  with  their  lives  on  the  balance.  Patients  are  not  given  the 
choice  in  facilities  to  dictate  who  takes  care  of  them  for  their  treatment.  Put  yourself  in 
their  shoes-living  with  chronic  renal  disease,  having  constant  fear  for  your  life  and 
wondering  if  the  person  dictating  your  treatment  has  adequate  education  in  this  field 
and  knows  how  to  use  it.  Now  add  to  this  situation,  fear  because  you  are  in  a  situation 
in  which  you  have  no  choices  and  you  have  no  control  over  your  treatment  due  to  the 
doctor  telling  you  where  you  dialyze. 

Now  lets  take  a  look  at  the  equipment  used  in  every  hemodialysis  treatment.  As 
intricate  and  sophisticated  as  our  computerized  technology  is,  it  is  only  as  smart  at  the 
person  operating  it.  Even  with  all  the  bells  and  whistles,  I  have  seen  many  healthcare 
workers  ignore,  question  or  not  even  understand  these  alarms  and  warning  signs  that 
are  all  a  function  of  the  dialysis  machine. 

Let's  not  forget  the  dialyzer,  which  is  the  artificial  kidney  used  to  filter  the  patient's 
blood.  This  piece  of  equipment  is  intended  and  labeled  by  the  manufacturer  for  single 
use  only,  but  these  single-use  dialyzers  are  used  an  average  of  30  times  sometimes 
reaching  up  to  50  uses  before  disposing  just  to  save  money.  The  chemicals  used  to 
reprocess  the  dialyzer  can  be  extremely  harmful  and  even  fatal  if  it  isn't  rinsed  out 
properly  and  are  mixes  with  the  patient's  blood.  Yes,  this  does  happen  all  too  often! 
How  safe  and  effective  can  reprocessed  dialyzers  be  especially  since  the  accountability 
of  the  processing  is  another  factor.  Many  fimes  reused  dialyzers  do  not  pass  pressure 
test  the  first  time,  but  are  still  used.  Another  factor  is  the  chemicals  used  for  disinfecting 
the  dialyzers  are  not  only  dangerous  to  the  patients,  but  to  the  healthcare  workers. 

Units  get  inspected  anywhere  from  once  every  4-10  years  and  inspecfion  is  done  by 
Nursing  Home  Inspectors.  No  matter  how  bad  the  facility  failed  an  inspection  no  one  is 
held  accountable.  This  industry  has  no  oversight,  accountability,  and  no  standards  to 
date.  They  are  self-policing. 

Patients  in  the  dialysis  industry  are  Scared  to  Death.  This  industry  has  the  highest 
mortality  rate  in  the  world.  The  dialysis  industry  is  the  owner  of  a  25%  mortality  rate, 
and  remember  this  is  just  what  they  are  admitting  to  not  even  counting  the  first  90-days 


415 


or  HIV  deaths.  Europe's  mortality  is  7  to  9  percent  and  they  do  the  over  55  age  group 
also. 

Dialysis  Corporation's  are  cashing  in  huge  fortunes  off  the  money  that  was  intended  for 
patient  care.  Just  pick  up  any  Wall  Street  Journal  and  the  figures  are  in  black  and 
white.  Quite  often,  we  are  not  compelled  to  listen  or  act  on  another's  problems  unless 
we  have  been  touched  by  those  problems.  Beware,  kidney  failure  and  disease  is  on 
the  rise  and  may  be  just  around  the  corner  for  you  or  your  loved  ones. 

As  Thomas  Jefferson  once  said,  "Give  the  People  the  Facts,  and  They  Will  Do  What's 
Right." 

Thank  you  for  your  time, 
Ariene  Mullen 
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July  5,  2000 


To:  Senator  Charles  E.  Grassley 
Fax  »  202-224-6020 

Frpm:  Sholom  &  Jeanle  Joshua 
1205  N.  Signal  St 
Ojai,  California  93023 
Phone;  805-646-0458- 

Bea  Dialysis  abuse  and  violation  of  Federal  law 

Dear  Senator  Grassley, 

We  are  medically  trained  dialysis  technicians. 

Jeanie  Joshua  has  been  on  dialysis  for  over  17  yeg'rs  ' 
For  the  past  8  years  she  has  done  her  dialysis  at  home;  I  am 
her  medical  assistant. 

In  1999,  Jeanie  Joshua's  health  was  severely  compromised 
by  her  federally  funded  dialysis  providers. 

We  repeatedly  asked  for  an  investigation  and  interven- 
tion from  the  Renal --J^eti^orlc,  the  federally  funded  watchdog 
for  dialysis  in  the  United  States.     But  there  was  no  investi- 
gation^  no  intervention,  and  no  response. 

The  office  of  Senator  Dianne  Feinstein  requested  records 
on  ijeanie  Joshua,   for  1999,   from  Renal  Network  #18.  Renal 
Network  #18  refyrsed,  even  though  their  contract  with  the 
Federal  Goverhment  states  clearly  and  explicitly  that  all 
records  and  documents  are  to  be  made  available  to  the  Federal 
Government  for  whatever  reason  the  Government  wants  them. 

Jeanie  Joshua  is  alive  and  stable  today  because  she  was 
able  to  transfer  her  care  to  another  provider.     She  worked 
out  the  transfer  under  circumstances  of  unimaginable  hard- 
ship, with  no  help  from  the  dialysis  system. 

To  date  there  has  been  no  investigation  of  what  was 
done  to  her  in  1999. 

I  am  enclosing  an  16  page  summary  of  Federal  laws  broken 
by  Renal  Network  *18. 

Dialysis  care  must  be  one  of  the  best  kept  secj?fets .  in 
the  Medicare  program.  A  fiefdom  has  been  created,  paid  for 
by  Medicare^-with  no  accountability.  The  Government  depends 
on  Renal  Networks  to  tell  them  what  is  right  and  wrong,  but 
the  Renal  Networks  are  not  doing  their  job.  And  something 
is  very  wrong.  For  all  the  $13  billion  spent  annually  on 
dialysis,  Americans  with  end  stage  renal  failure  are  dying, 
on  average,  3  times  as  frequently  as  their  peers  in  Europe, 
Japan,  and  Israel. 

Lastly,  HMO  administration  of  dialysis  would  be  a  disaster 
for  dialysis  patients. 

Please  contact  us  so  we  can  hep  you  to  help  all  dialysis 
patients. 


Sincerely, 


Attachments  (16  pages) 
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VIOLATIONS  OP  FEDERAL  LAW  BY  RENAL  NETWORK  #18 


FAILURE  OP  RENAL  NETWORK  #18  TO  KEET  FEDERAL  GOVERNMENT 
CONTRACT  REQUIREMENTS 


PATIENT  ENDANGERMENT  BY  RENAL  NETWORK  #18  RESULTING  FROM 
NEGLIGENCE  OF  RESPONSIBILITIES  AND  NOT  FOLLOWING  STANDARDS 
AND  GUIDELINES  OF  FEDERAL  LAW 


Approximate  Time  Frame:  February/   1999  to  May,  1999 


BacJcground :     In  February/   1999/  Mrs  Jeanie  Joshua,  Medicare 
beneficiary  and  home  dialysis  patient,  was  given  orders  by 
her  federally  funded  nephrologist,  David  Abrams,  M.D.,  vhich 
vere  contrary  to  the  medical  standard  of  care.     The  orders/ 
vhich  were  related  to  hypertension,  endangered  Jeanie  Joshua' 
health  and  life.     Mrs  Joshua  and  her  husband,   Sholom  Joshua, 
appealed,   in  writing,   for  help  from  the  Federal  Renal  Net- 
works.    The  appeal/grievance  was  sent  to  the  head  of  the 
Federal  Renal  Networlcs ,   Ida  Sarsitis,  who  forwarded  it  to 
the  NetworJcs •  western  regional  office  and  from  there  to  Renal 
Network  #18. 

Simultaneously,  Dr  Abrams  informed  Jeanie  Joshua  he  was 
ending  their  doctor-patient  relationship  without  provision 
for  Mrs  Joshua  to  have  access  to  her  home  dialysis.  Dr 
Abrams  informed  Mrs  Joshua  that  he  was  transferring  her  care 
to  another  doctor,  who  practiced  80  miles  away  from  where 
Mrs  Joshua  lived,     Mrs  Joshua  would  then  have  to  drive  80 
miles  each  way  to  receive  dialysis  treatments  in  a  dialysis 
treatment  center,  commonly  known  as  a  unit. 

The  above-described  events  were  known  to  Renal  network 
#18  (hereafter  referred  to  as  RN  18)  and  approved  by  RN  18. 
There  was  no  response  by  RN  18  to  the  appeal/grievance  from 
Mr  and  Mrs  Joshua, 
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The  federal  laws  pertaining  to  dialysis  are  outlined  in 
the  Code  of  Federal  Regulations  (CFR),  Title  42,  Chapters  4 
and  7.      In  turn*   those  laws  form  the  basis  for  the  specific 
Renal  Network  responsibilities  described  in  rn  18 's  contract 
with  the  federal  government's  Health  Care  Financing  Agency. 


OBJECTIVES  OF  THE  FEDERAL  GOVERNMENT'S  END  STAGE  RENAL  DISEASE 
PROGRAM  (ESRD). 

Section  405.210X:     The  objectives  of  the  end-stage  renal 
disease  program  are: 

(a)  To  assist  beneficiaries  who  have  been  diagnosed 

as  having  end-stage  renal  disease  (ESRD)   to  receive  the  care 
they  need; 

(b)  To  encourage  proper  distribution  and  effective 
utilization  of  ESRD  treatment  resources  while  maintaining 
or  improving  the  quality  of  care; 

(c)  To  provide  the  flexibility  necessary  for  the  effi- 
cient delivery  of  appropriate  care  by  physician  and  facili- 
ties; and 

(d)  To  encourage  self -dialysis  or  transplantation  for 
the  maximum  practical  number  of  patients  who  are  medically, 
socially,   and  psychologically  suitable  candidates  for  such 
treatment . 

***** 

The  federal  government's  program  for  the  delivery  of 
renal  services  divides  the  United  States  into  18  geographi- 
cal areas.     These  ar^aa  are  called  "rietworlcs  .  "     Each  network 
is  headed  by  an  organization  funded  by  the  federal  govern- 
ment through  a  contract  with  HGFA  to  oversee  dialysis  activi- 
ties in  its  geographical  area. 

The  federal  regulations  define     network  organizations  in 
Section  405.2102:    "The  administrative  governing  body  to  the 
network  and  liaison  to  the  federal  government." 

RN  18  is  the  designated  organization  for  the  south- 
west portion  of  the  United  States  which  includes  southern 
California . 

***** 

RENAL  NETWORK   18 'S   CONTRACT  WITH  HCFA 

RN  18 's  current  contract  with  HCFA  is  ffir  the  time  period 
ending  6-30-2000. 

RN  18,  in  its  contract,  states  the  following  as  its  first 
primary  goal: 

Section  C.l-C  Goals:      Improving  the  quality  of  health  care 
services  and  the  quality  of  life  for  ESRD  benf iciaries . 

RN  18 's  contract  with  HCFA  contains  responsibilities  and 
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procedures  to  be  fulfilled  on  behalf  of  its  stated  goal.  This 
document  vill  reference  which  contractual  obligations  were 
broken  by  RN  18. 

***** 

RN  18 /'s  VIOLATIONS  OF  FEDERAL  REGULATIONS  AND  CONTRACTUAL 
OBLIGATIONS  FALL  INTO  5  AREAS; 

(1)  The  handling  of  grievances  from  dialysis  patients. 

(2)  Assuring  safety  and  appropriate  care  for  dialysis 
patients. 

(3)  The  role  of  home  dialysis  in  the  federally  funded 
ESRD  program. 

(4)  Patients  rights. 

(5)  Records,  Reports,  Notices  arid  Referrals 

****  * 

1 .   Patient  Grievances 

The  folloving  federal  law  was  violated  by  RN  16: 

(Chapter  7,  Section  1395rr  (c)   (2)   (D)):   "  ;The  network  organi- 
zations of  each  network  shall  be  responsibl e . . . f or  implGmenting 
a  procedure  for  evaluating  and  resolving  grievances." 

Comment:  RN  18  did  not  respond  to  the  Joshuas'  grievance  sent 
Co  the  Networks  in  February,  1999.  RN  18  did  not  contact  the 
involved  patient,  Jeanie  Joshua. 

The  following  federal  contract  obligations  were  violated 
by  RN  18: 

(Section  C.4.I.,  Patient  Grievances):  The  Network  shall  follow 
the  HCFA  national  policy  in  the  Draft  ESRD  Network  Organiza- 
tions Manual  at  Attachment  J-2-d,  for  evaluating,  resolving 
and  reporting  patient  grievances.     The  Network  shall  assist 
patients  and  facilities  tn  resolving  grievances  and  com- 
plaints, including  referring  immediate  and  serious  grievances 
to  the  appropriate  HCFA  Regional  Office  and  State  Survey 
Agency,  within  24  hours  of  receipt.     Guidelines  for  these 
activities  are  contained  in  the  Draft  ESRD  Organizations 
Manual  instructions  at  Attachment  J-2-d. 

The  network  shall  also  assist,  when  appropriate,  the  State 
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Survey  Afljency  in  the  investigation  of  a  complaint  as  re- 
quested by  HCFA/  the  State  Survey  Agency,  the  Peer  Review 
Organization/  the  provider/facility,  or  the  patient." 

Cdmment;     RN  liffidid  not  follow  the  HCFA  policy  for  responding 
to  patient  grievances.     (The  specific  violations,  as  they 
correspond  to  sections  of  the  HCFA  national  policy  found 
in  the  ESRD  Network  Organizations  Manual, will  be  described 
later  in  this  document).     Rn  18  did  not  assist  patient  Jeanie 
Joshua  with  her  grievance;  RN  18  did  not  respond  at  all. 
RN  18  did  not  refer  lEeanie  Joshua  •  s  grreirane^,  though  it  was 
both  serious  and  immediate,   to  the  appropriate  HCFA  Regional 
Office  or  other  designated  agencies  within  24  hours  of 
Receipt.     RN  18  made  no  investigation  and  no  referrals.* 

(Section  745 . 1 ) z:  :  He6w<i>cle ^Responsibility  in  Grievances: 
"Yoai:are  responsible  for  implementing  a  procedure  for  eval- 
uating and  resolving  grievances  involving  patient  care, 
conducting  on-site  reviews  of  facilities  as  necessary  (ae 
determined  by  the  Medical  Review  Board  or  the  Secretary)/ 
and  utilizing  standards  of  care  established  by  the  network 
organization  to  assure  proper  medical  care." 

Comment:  RN  18  failed  to  implement  any  such  grievance  pro- 
cedure for  Jeanie  Joshua  eveh  though  she  was  being  exposed 
to  improper  and  life  threatening  medical  care. 

(Section  745.3)     Reviewincr  Grievances;   "Your  responsibility 
is  to  review  the  issuet^,)  )raised  by  the  grievance  and  de- 
termine the  action  required  (e.g.   investigation  and/or  re- 
ferral ) . 

Comment:  There  was  no  investigation  or  referral  for  Jeanie 
Joshua . * 

(Section  755.3)  Determination  of  Network  Involvements  ?pnly 
become  in  investigating  and  resolving  grievances  when  the 
complaint  affects  a  Medicare-eligible  beneficiary..." 

Comment:   Jeanie  Joshua  is  a  Medicare  beneficiary  but  did  not 
receive  the  mandated  response  to  her  grievance. 

(Section  755.4)  Life  Threatening  Situations.   "If  the  grievance 
you  receive  appears  to  present  an  immediate  and  serious 
threat  to  patient  health  and  safety,  forward  the  grievance 
immediately  (within  24  hours  of  receipt)  to  the  appropriate 
state  agency  and  regional  office  associate  regional  admin- 
istrator.    Always  notify  your  project  officer  of  the  situa- 
tion.    Your  initial  contact  with  the  appropriate  Segional 
office  may  be  via  telephone  and  immediately  followed"  by  a 


♦See  part   5,    page   14,   paragraph  6 
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vritten  confirmation  of  the  situation.     If  the  regional  office 
requests  your  assistance,   make  your  services  available  in  a 
consultative  manner.     Inform  the  patient/that  in  addition  to 
your  involvement,  his/her  grievance  has  been  forwarded  to  the 
regional  office  for  reviev.'^* 

Comment:     Jeanie  Joshua's  grievance  explained  vith  specifics 
the  life-threatening  nature  of  the  care  ordered  by  David 
Abrams .  M.D.     RN  18  took  no  action  and  made  no  inquiry  vith 
Jeanie  Joshua.* 

(Section  765.2)  Written  Acknowledgment  of  Grievance;  "When 
you  receive  a  vritten  or  other  grievance,  provide  vritten 
acknowledgment  to  the  complainant  vithin  15  calendar  days. 
If  you  determine  that  a  patient's  grievance  is  more  appro- 
priately handled  by  another  agency,  inform  the  complainant 
of  the  referral  in  writing.*  The  letter  must  include  the 
reason  for  the  disposition,   and  provide  the  name,  address, 
and  telephone  number  of  an  agency  contact  person." 

Comment:  RN  18  made  no  response  to  Jeanie  Joshua's  grievance, 
not  in  15  days,  not  ever. 

(Section  765.3)     Investigation  of  Grievance:   "Process  grievances/ 
complaints.     Assist  in  the  resolution  of  the  grievance  by 
acting  in  the  appropriate  capacity  (investigator,  referral 
agent,  coordinator,  or  facilitator)  between  the  complainant 
and  the  facility,  provider,  or  supplier.     Interview  patients, 
providers,  and  facility  staff  as  appropriate.     To  facilitate 
the  investigation/resolution  process,  when  necessary,  Network 
staff  or  consultants  review  medical  or  other  records  to  make 
determinations  about  the  quality  of  care  provided.  When 
necessary  and  appropriate,  a  grievance  may  be  resolved  by 
negotiating  an  improvement  plan  (IP)  vith  the  facility  and 
monitoring  the  progress  the  facility  makes  to  improve  the 
problem  area . " 

Comment:  There  was  no  investigation  by  RN  18  of  Jeanie  Joshua's 
grievance.  There  was  no  interview  or  contact  with  the  patient, 
Jeanie  Joshua. 

(Section  765.4)   Conclusion  of  Investigation;      "Conclude  your 
investigation  vithin  90  calendar  days  of  receipt  of  the 
inquiry,  and  issue  a  written  report  that  maintains  the  con- 
fidentiality of  the  complainant.     The  name  of  the  complainant 
can  be  made  available  to  the  State  Agency  on  request.  Send 
the  report  to  the     complainant.*  (See  Section  77C).     In  those 
rare  instances  where  more  then  90  days  are  required,  notify 
all  parties  in  writing,   including  the  HCFA  project  officer  of 
the  reason  for  the  delay  and  the  anticipated  date  for  con- 
clusion of  the  activity." 
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Comments:  There  was  no  investigation  by  RN  18.  See  Section 
765.5/  following. 

(Section  765.5)     Exception ;    "In  life  threatening  situations, 
refer  the  grievance  to  the  appropriate  state  agency  and  re- 
gional office  within  24  houra  of  receipt.     If  the  Network 
is  requested  to  investigate  the  grievance,  begin  your  in- 
vestigation immediately  and  render  a  determination  about  the 
quality  of  care  within  60  calendar  days  of  the  receipt  of 
the  grievance  (See  Section  755.4)." 

Comment:     Jeanie  Joshua  was  being  exposed  to  blatantly  im- 
proper medical  care  which  was  life-threatening  (See  copy  of 
grievance,  dated  February,  1999,  attached).     RN  18  took  no 
action. 

(Section  770.2)  C)  Potential  Outcomes  of  Grievance  Process. 
"Grievances  are  resolved  when  the  complainant  is  satisfied 
that  his/her  concern(s)  have  been  investigated,  and  an 
acceptable  explanation  or  solution  has  occurred." 

Comment:  There  was  no  resolution.     Jeanie  Joshua  was  system- 
atically stripped  of  the  rights  and  protections  found  in  the 
federal  regulations  and  the  HCFA  contract  with  RN  18.  Jeanie 
Joshua  was  left  with  no  support  from  any  part"  of  the  dialysis 
system.     In  isolation,  she  sought  the  resolution  which  RN  18 
had  denied  her. 

(Section  775)   Improvement  Plans  (IPs);   "Request  IPs  whenever 
you  have  determined  that  a  single  problem  or  pattern  of 
questionable  care  exists  which  has,  or  may  have,  an  impact 
on  the  health  or  well-being  of  a  patient.     The  intervention 
designed  must  correct  the  problem  you  identified..." 

Comment;  None  of  this  was  done,  even  though  Jeanie  Joshua's 
health  was  already  undermined  by  the  time  of  the  grievance 
and  the  doctor's  orders  she  was  given  put  her  in  a  life- 
threatening  situation. 

***** 

2 .   Assuring  Safety 'and  Appropriate  Care  For  Dialysis  Patients. 

The  following  federal  laws  were  violated  by  RN  18: 

(Chapter  7,    1395rr,   C  II   2  G):    "(A  Network)   shall  identify 
facilities  and  providers  that  are  not  cooperating  toward 
meeting  network  goals  and  assisting  such  facilities  and 
providers  in  developing  appropriate  plans  for  correction 
and  reporting  to  the  Secretary  on  facilities  and  providers 
that  are  not  providing  appropriate  care." 
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Comment:  The  primary  goal  of  the  ESRD  Network  Program,  as 
expressed  in  the  RN'^IS LV:Statement  of  Work,"  is  "Improving 
the  quality  of  health  care  services  and  quality  of  life  for 
ESRD  beneficiaries."  The  health  care  services  given  Jeanie 
Joshua  by  David  Abrams,  M.D.  were  contra-indicated  and  dan- 
gerous. Dr  Abrams'  services  did  not  meet  Network  goals  and 
needed  to  be  reported.    RN  ia,5ippa_rentiy,made^no"  such  report.* 

(Chapter  4,   Section  405.2138  (b)   (1):   "Patients  are  afforded 
the  opportunity  to  participate  in  the  planning  of  their 
medical  treatment  and  to  refuse  to  participate .in  experi- 
mental research." 

Comment:   RN  18  allowed  Jeanie  Joshua  to  be  exposed  to  reck- 
less medical  experimentation.     Jeanie  Joshua  informed  the 
Networks  that  the  medical  orders  she  was  given  by  Dr  Abrams 
were  causing  her  serious  harm.     RN  18  made  no  response  or 
intervention . 

***** 

The  following  federal  contract  obligations  were  violated 
by  RN  18: 

(Section  515.4.  Developing  a  Network  Intervention  Activity); 
"Tour  specific  intervention  activity/or  strategy  must  be  based 
on  practice  guidelines,  published  literatures  or  community 
consensHS      Focus  your  intervention  plan  on  the  following: 

— Stimjilating  facilities/providers  to  develop  their  own 
improvement  efforts... 

— Stimulating  behavior  changes  of  individuals     (for  ex- 
, ampler  educating  patients  to  obtain  flu  shots,  ob  to 
not  sign  off  dialysis  early;   educating  physicians  if 
dialysis  treatment  is  under-prescribed)." 

Comment:   The  Josh^iaS'    grievance  informed  the  Networks  that 
Jeanie  Joshua  was  given  doctor's  orders  for  treatment  of 
hypertension  which  were  contrary  to  the  standard  of  care  and 
which  exacerbated  her  conditicn.     The  dynamics  of  hyperten- 
sion--and  its  treatment — are  fundamental.     Home  dialysis 
patients,  by  federal  law,  are  trained ito  identify  and  res- 
pond to  hypertension  .   (Reference:  CFR,  Title  42,  Chapter 
4,  Sub-chapter  B,  Section  405.2137,   (b)  (7)   (vi)).  Further, 
in  following  the  orders  given  by  Dr  Abrams,  Jeanie  Joshiia ' s 
hypertension  was  made  substantially  worse,  a  fact  that  was 
reported  both  to  the  doctor  and  the  Networks.     But  Dr  Abrams 
would  not  change  his  orders  and  RN  18  made  no  intervention. 

.^Section  C.I.A.):  RN  18's  responsibilities,   as  described  in 
its  Statement  of  Work,  are^to  be  based  on  "...the  require- 
ments of  Section  1881   (c)  of  the  Social  Security  Act,  the 
Health  Care  Financing  Administrations'    (HCFA)  Health  Care 


*Ibid 
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Quality  Improvement  Program  (HCQIP)  and  other  directives 
related  to  improving  the  quality  of  care  of  patients  with 
end  stage  renal  disease(ESRD) . " 

(Section  C.l.D.  The  Health  Care  Quality  Improvement  Program): 
"The  mission  of  HCQIP  is  to  promote  the  quality,  effective- 
ness and  efficiency  of  services  to  Medicare  beneficiaries  by 
strengthening  the  community  of  those  committed  to  monitoring 
and  improving  quality  of  care.    The  HCQIP 's  mission  also 
includes  communicating  with  beneficiaries  and  health  care 
providers  in  order  to  promote  informed  health  care  choices, 
protecting  beneficiaries  from  poor  care,  and  strengthening 
the  health  care  delivery  system. 

"The  HCQIP  supports  the  strategic  goals  of  HCFA  to  assure 
health  care  security  for  Medicare  beneficiaries.    Health  care 
security  means: 

— Access  to  quality  health  care; 

— Protection  of  the  rights  and  dignity  of  beneficiaries; 

— Dissemination  of  clear  and  useful  information  to 

beneficiaries  and/or  their  representatives,  providers/ 
facilities,  and  practitioners  to  assist  them  .in  making 
health  care  decisions. 

?For  the  purposes  of  this  contract,  we  are  using  the  Institute 
of  Medicine's  definition  of  quality,  which  is:   'The  degree 
to  which  health  services  for  individuals  and  populations 
increase  the  likelihood  of  desired  health  outcomes  and  are 
consistent  with  current  professional  knowledge."    Using  this 
definition,  quality  care  under  the  HCQIP  includes  access  to 
care,  appropriateness  of  care,  desired  outcomes  of  care  and 
consumer  satisfaction." 

Comment:  RN  18  abandoned  the  federal  government's  guidelines 
referred  to  above.    RN  18  afforded  Jeanie  Joshua  no  protec- 
tion from  poor  care  and  no  protection  of  her  fundamental 
rights  a§.   a  Medicare  beneficiary  and  ESRD  patient.     In  addi- 
tion, RN  18  made  no  investigation  or  intervention  even  though 
it  had  been  informed  of  patient  Jeanie  Joshua  being  given 
medical  orders  which  were  inappropriate  and  dangerous,  pro- 
duced only  undesirable  outcomes,  and  terror  instead  of  con- 
sumer satisfaction.     The  care  Jeanie  Joshua  was  given,  and 
which  was  described  with  specifics  in  the  Joshuas'  grievance, 
was  not  "consistent  with  current  professional  knowledge." 

(Section  C.4.G.  Sanctions  and  referrals):   "The  Network's 
responsibilities  for  alternative  sanction  recommendations 
and  referrals  include  the  following: 

— l....(Not  directly  applicable) 

--2.  Referring  to  the  Peer  Review  Organization  or  the 
office  of  the  Inspector  General  information  collected  while 


429 


9 


conducting  contract  activities  which  indicates  that  a  physi- 
cian may  be  failing  to  meet  his/her  obligation  to  provide 
quality  care . r 

Comment:     RN  18  did  not  follow  its  own  instructions  (see 
Pa tient .Grievances ,  earlier  in  this  document).     RN  18  offered 
no  assistance  to  patient  Jeanie  Joshua.     RN  18.  apparently/  made 
no  referrals  though  the  issues  in  Jeanie  Joshua's  grievance 
were  serious  and  immediate.*     The  24  hour  time  limit  for 
referral  of  serious  and  immediate  grievances  was  not  com- 
plied with.     Instead  of  acting  within  the  time  limit  guide- 
lines/ RN  18  didn't  respond  at  all.    There  was,  apparently, 
no  investigation  by  any  other  agency  as  RN  18  did  not  inform 
the  Joshuas  of  the  option  for  involving  any  other  agency  and 
RN  18,  apparently,  did  not  contact  any  other  agency  on  the 
Joshuas'  behalf..* 

(Section  705):    "...Physicians  who  fail  to  comply  with  Network 
goals  to  such  a  degree  that  they  are  considered  to  be  failing 
to  meet  their  obligation  to  provide  quality  care  must  be 
referred  to  the  Peer  Review  Organization  (PRO)  or  the  office 
of  the  Inspector  General  and/or  the  Board  of  Examiners  of 
Physicians. 

"All  fraud  and  abuse  cases  should  be  referred  to  Federal  or 
State  fraud  and  abuse  enforcement  agencies  responsible  for 
the  investigation  or  identification  of  fraud  or  abuse  in  the 
Medicare  or  Medicaid  programs." 

Comment:     The  medical  abuse  which  Jeanie  Joshua  was  sub- 
jected to  by  Dr  David  Abraras  was  blatant  and  serious.  But 
RN  18  made  no  investigation  and,  apparently,  no  referrals."* 

(Section  755.4)  Life  Threatening  Situations.     "If  the  grievance 
you  (i.e.  RN  18)  receive     appears  to  present  an  immediate 
and  serious  threat  to  patient  health  and  safety,  forward  the 
grievance  immediately  (within  24  hours  of  receipt)  to  the 
appropriate  Survey  Agency  and  Regional  Ofiice  Area  Regional 
Administrator.     Always  notify  your  °roJect  Officer  of  the 
situation.     Your  initial  contact  with  the  appropriate  Regional 
Office  may  be  via  telephone  and  immediately  followed  by  a 
written  confirmation  of  the  situation.     If  the  Regional  Office 
requests  your  assistance,  malce  your  services  available  in 
a  consultative  manner.     Inform  the  patient  that  in  addition  to 
your  involvement,  his  her  grievance  has  been  forwarded  to  the 
Regional  Office  for  review," 

Comment*     The  grievance  the  Joshuas  sent  to  the  Networks  was 
explicit  in  the  immediacy,  seriousness  and  life-threatening 
circumstances  Jeanie  Joshua  was  put  in  by  David  Abrams,  M.D. 
But  RN  18  did  not  act  within  24  hours;  did  not  act  at  all. 
RN  18  never  informed  the  Joshuas  of  any  referral  or  action. 

*  See  Part  5,   page  14,   paragraph  6 
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3 .Home  Dialysis 

The  FdliawIM§  Federal  laws  vere  violated  by  RN  18: 

(Chapter  1,  Section  1395rr  (II)   (6)):   "It  is  the  intent  of 
the  Congress  that  the  maximum  practical  number  of  patients 
who  are  medically,  socially,  and  psychologically  suitable 
candidates  for  home  dialysis  or  transplantation  should  be 
so  treated." 

Comments  RN  18  approved  a  transfer  of  Jeanie  Joshua's  care 
which  would  have  ended  her  access  to  home  dialysis.  Jeanie 
Joshua  had  been  on  home  dialysis  for  t  years  with  a  perfect 
record  of  safety  and  great  overall  success.     RN  18 "s  approval 
of  an  unwarrahted  transfer  was  in  contradiction  of  the  in= 
tent  of  Congress  expressed  in  Chpt  1,  Sec.   1395rr  (II)  (6). 

(Chapter  4,   Subchapter  B,  Part  405,  Subchapter  U«  Section 
405.2138  (b)   (2))y  "(Patients)  are  (to  be)  transferred  or 
discharged  only  for  medical  reasons  or  for  the  patient's 
welfare  or  that  of  other  patients,  or  for  nonpayment  of  fees 
(except  as  prohibited  by  title  XVIII  of  the  Social  Security 
Act) , . . " 

Comment:  There  was  no  medical  basis  to  transfer  Jeanie 
Joshua's  care.     The  proposed  transfer,  approved  by  RN  18, 
was  not  for  Jeanie  Joshua's  welfare.     The  transfer  would 
have  ended  Mrs  Joshua"s  home  dialysis  for  no  reason  whatso- 
ever, and  would  have  required  that  she  travel  80  miles  in 
each  direction  to  obtain  dialysis  in  a  unit.     TKere  was  no 
issue  of  non-payment  of  fees.     There  were  no  other  patients 
involved  who  could  have  benefitted  from  the  transfer.  Jeanie 
Joshua's  grievance  included  specifics  on  her  preference 
for  and  success  on  home  dialysis. 

(Section  405.2137:  Condition:  Patient  long-term  program  and 
patient  care  plan).     "Each  facility  maintains  for  each  patient 
a  written  long-term  program  and  a  written  patient  care  plan 
to  ensure  that  each  patient  receives  the  appropriate  modality 
of  care  and  the  appropriate  care  within  that  modality.  The 
patient,   or  where  appropriate,  parent  or  legal  guardian  is  in- 
volved with  the  health  team  in  the  planning  of  care.     A  copy 
of  the  current  program  and  plan  accompany  the  patient  on 
interf acility  transfer. 

(a)  Standard:   patient  long  term  program.    "There  is  a  written 
long-term  program  representing  the  selection  of  a  suitable 
treatment  modality  (i.e.,   dialysis  or  transplantation)' /  and 
dialysis  setting  (e.g.,  home,  self-care)   for  each  patient. 

(l)"The  program  is  developed  by  a  professional  team  which  in- 
cludes but  is  not  limited  to  the  physician  director  of  the 
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dialysis  facility  or  center  where  the  patient  is  currently 
being  treated,  a  physician  director  of  a  center  or  facility 
which  offers  self-care  dialysis  training  (if  not  available 
at  the  location  where  the  patient  is  being  treated)/  a  trans- 
plant surgeon,  a  qualified  nurse  responsible  for  nursing 
services,  a  qualified  dietitian  and  a  qualified  social  worker. 

(2)  **The  program  is  formally  reviewed  and  revisedJin  writing 
as  necessary  by  a  team  which  includes  but  is  not  limited  to 
the  physician  director  of  the  dialysis  facility  or  center 
where  the  patient  is  presently  being  treated,  in  addition  to 
the  other  personnel  listed  in  paragraph  (a)   (1)  of  this 
section  at  least  every  12  months  or  more  often  as  indicated 
by  the  patient's  response  to  treatment... 

(3)  "The  patient,  parent,  or  legal  guardian,  as  appropriate, 
is  involved  in  the  development  of  the  patient's  long-term 
program,  and  due  consideration  is  given  to  his  preferences. 

(4)  "a  copy  of  the  patient's  long-term  program  accompanies 
the  patient  on  inter-facility  transfer  or  is  sent  within 
one  working  day." 

Comment;  The  transfer  of  care  approved  by  RN  18  violated  and 
wrongly  nullified  Jeanie  Joshua's  long-term  program  and 
patient  care  plan-     The  most  fundamental  component  of  the 
plan,  home  dialysis,  was  discarded.     Jeanie  Joshua  was  not 
allowed  input  to  her  own  care  plan;  no  due  consideration 
was  given  to  her  preference  for  home  dialysis. 

No  social  worker  input  existed  in  the  change  of  plan  or 
change  of  long  term  program. 

The  patient  care  plan  made  no  mention  of  the  treatment 
plan  for  Jeanie  Joshua's  hypertension,  the  treatment  plan 
ordered  by  David  Abrams,  M.D. 

***** 

4.   Patients '  Rights 

The  following  Federal  laws  were  violated  by  RN  18: 

(Tit  J)tei:-42 ,   Chapter  IV,   Subchapter  B  Part  405,   Sub-part  U, 
Section  405,2138  (b) ^  Standard :  Participation  in  planning. 

(1)  "Patients  are  afforded  the  opportunity  to  partici- 
pate in  the  planning  of  thatsr  medical  treatment  and  to  re- 
fuse to  participate  in  experimental  research." 

Comment:     Jeanie  Joshua  was  denied  the  opportunity  to  parti- 
cipate in  the  planning  of  her  medical  treatment.     Her  long- 
term  plan,  which  called  for  home  dialysis,  and  which  had 
been  in  existence  for  7  years , was  unilateral^  changed  by 
David  Abrams,  M.D.,  with  the  approval  of  Renal  Network  18. 
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Experimental/  contra-indicated  treatment  of  hyperten- 
sion was  ordered  for  Jeanie  Joshua  by  David  Abrams,  M.D.  The 
Joshuas  informed  the  Networks  of  their  extreme  alarm  at  these 
developments  but  there  was  no  response  from  RN  18. 

(Section  405.2138   (b)   (2)):    "Patients  are  transferred  or 
discharged  only  for  medical  reasons  or  for  the  patient's 
welfare  or  that  of  other  patients,  or  for  non-payment  of 
fees  (except  as  prohibited  by  Title  XVIII  of  the  Social 
Security  Act)  and  are  given  advance  notice  to  ensure  orderly 
transfer  or  discgarge." 

Comment:  RN18  approved  a  transfer  of  Jeanie  Joshua     out  of 
home  dialysis  and  into  a  treatment  center  80  miles  from  her 
home.     There  was  no  medical  reason  for  the  transfer  and  the 
transfer  was  not  for  Jeanie  Joshua's  welfare.     As  no  other 
patients  are  involved  in  Jeanie  Joshua's  home  dialysis,  the 
transfer  could  not  benefit  any  other  patient.     There  was 
no  issue  with  non-payment  of  fees. 

(Section  404.2138   (c)):   "Standard:   respect  and  dignity.  All 
patients  are  treated  with  consideration,  respect  and  full 
recognition  of  their  individual  and  personal  needs,  including 
the  need  for  privacy  in  treatment.     Provision  is  made  for 
translators  where  a  significant  number  of  patients  exhibit 
language  barriers." 

Comments     Jeanie  Joshua  was  not  treated  with  consideration 
or  recognition  of  her  needs.     In  the  midst  of  a  crisis 
created  by  inappropriate  medical  care,  her  request  for 
assistance  from  the  Networks  (i.e.  RN  18)  was  ignored.  Instead 
of  speaking  to  Jeanie  Joshua,  RN  18  spoke  only  to  Mrs  Joshua's 
providers.     RN  18  then  approved  the  transfer  of  Jeanie  Joshua's 
care.     The  transfer  would  have  closed  off  Mrs  Joshua's  access 
to  home  dialysis,   forcing  her  to  travel  80  miles  in  each 
direction  to  obtain  dialysis  in  a  unit.     This  plan  was  not 
only  an  unworkable  burden  for  Mrs  Joshua,  it  is  also  con- 
trary to  the  intent  of  Congress  expressed  in  Federal  regu- 
lations, Title  42,  Chapter  7,  Section  1395rr  (II)   (6):  "It 
is  the  intent  of  the  Congress  that  the  maximum  practical 
number  of  patients  who  are  medically,  socially,  and  psycho- 
logically suitable  candidates  for  home  dialysis  or  transplan- 
tation should  be  so  treated." 

At  no  time  did  RN  18  communicate  with  the  Joshuas. 

RN  18  approved  a  transfer  of  care  which  is  prohibited 
under  Federal '.Regulation  405.2136   (b)   (2).  (See  2nd  paragraph, 
this  page ) . 

(Section  405.2137:   Condition:  Patient  long-term  program  and 
patient  care  plan.     "Each  facility  maintains  for  each  patient 
a  written  long-term  program  and  a  written  patient  care 
plan  to  ensure  that  each  patient  receives  the  appropriate 
modality  ofcare  and  the  appropriate  care  within  that  modality. 
The  patient,  or  where  appropriate ,  ..parent  or  legal  guardian 
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is  Involved  with  the  health  team  in  the  planning  of  care. 
A  copy  of  the  current  program  and  plan  accompany  the  patient 
on  interf acility  transfer." 

(a)  Standard:  patient  long-term  program.  "There  is  a  written 
long-term  program  representing  the  selection  of  a  suitable 
treatment  modality  (i.e.,  dialysis  or  transplantation)  and 
dialysis  setting  (e.g.  home,  self-care)  for  each  patient." 

Comment:     The  treatment  plan  given  by  David  Abrams  MD  to 
Jeanie  Joshua  for  treatment  of  hypertension  was  inappropri- 
ate and  exaacGTbatedMrs  Joshua's  condition.     She  requested 
intervention  from  the  Networks  but  received  no  attention. 

Jeanie  Joshua's  long-term  program  called  for  home 
dialysis.     The  transfer  approved  by  RN  18  would  have  ended. 
Mrs  Joshua's  home  dialysis. 

(b)  standard:  patient  care  plan.  *^Tttere  is  a  written  patient 
care  plan  for  each  patient  of  an  ESRD  facility  (including 
home  dialysis  patients  under  the  supervision  of  the  ESRD 
facility;   see  405.2163(c)),  based  upon  the  nature  of  the 
patient's  illness,  the  treatment  prescribed  and  an  assess- 
ment of  the  patient's  needs. 

(1)  "The  patient  care  plan  is  personalized  for  the  individual 
reflects  the  psychological,  social,  and  functional  needs  of 
the  patient,  and  indicates  the  ESRD  and  other  care  required 
as  well  as  the  individualized  modifications  in  approach 
necessary  to  achieve  the  long-term  and  short-term  goals. 

(2)  "The  plan  is  developed  by  a  professional  team  consisting 
of  at  least  the  physician  responsible  for  the  patient's 

ESRD  care,  a  qualified  nurse  responsible  for  nursing  services 
a  qualified  social  worker  and  a  qualified  dietitian. 

(3)  "The  patient,  parent,  or  legal  guardian,  as  appropriate, 
is  involved  in  the  development  of  the  care  plan,  and  due 
consideration  is  given  to  his  preferences. 

(4)  "The  care  plan  for  patients  whose  medical  condition  has 
not  become  stabilized  is  reviewed  at  least  monthly  by  the 
professional  patient  team-  described  in  paragraph  (b)  (2)  of 
this  section.     For  patients  whose  condition  has  become  stabil 
ized,  the  care  plan  is  reviewed  every  6  months.     The  care 
plan  is  revised  to  insure  that  it  provides  for  the  patient's 
ongoing  needs" 

Comment : Jeanie  Joshua's  patient  care  plan  and  long-term 
program  were  arbittratil^-    overturned  by  David  Abrams,  MD, 
depriving  Mrs  Joshua  of  the  standards  and  rights  listed  in 
(b)  and  (b)   (1),   (3),  and  (4). The  Joshuas  requested  interven- 
tion by  the  Networks  on  the  issues  of  inappropriate  medical 
care  and  improper  transfer  of  care.     The  Joshuas  received  no 
response  from  RN  18.     RN  18  made  no  investigation  and  proceed 
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to  approve  a  transfer  of  care  which  took  away  Jeanie  Joshua's 
rights . 

A  social  worker  was  never  included  in  the  changes  to  Jeanie 
JQshua's  patient  care  plan  and  long-term  program- 
Information  about  the  hypertension  treatment  orders  made 
by  David  AbramS/  MD  was  osiitted  from  Mrs  Joshua's  patient 
care  plan. 

***** 

Records/   Retjorfes  r  ^Notices,  anfl^ Referrals 

RN  16  has  refused  to  release  their  records  concerning 
Jeanie  Joshua.     This  situation  has  existed  since  May,  1999, 
when  Mrs  Joshua  signed  a  release  statement  requesting  that 
the  records  be  provided  to  her  U.S.  Senator,  Dianne  Feinstsin. 

In  February,   2000,  a  request  was  made  for  RN  18  to 
provide  a  copy  of  its  1998  Annual  Report  and  copies  of  its 
1999  Quarterly  Reports  to  Senator  FeiAstein.     The  request 
was  denied. 

The  refusal  of  RN  18  to  turn  over  the  requested  docu- 
ments is  a  violation  of  the  contract  between  Health  Care 
Financing  Agency  and  RN  18.     From  that  contract: 

"All  data  and  analyses  produced  under  this  contract 
shall  become  the  exclusive  property  of  the  Government 
vhich  may  make,,  without  any  recourse  to  the  Contractor, 
any  use  thereof  as  may  be  deemed  appropriate.  Further- 
more, the  Government  shall  have  the  right  to  review 
and  copy  any  documentation  accumulated  and  developed 
by  the  contractor  in  performance  of  this  contract." 
(Section  H,    Special  Contract  Requirements,   1,  (c)). 

The  contract  between  RN  18  and  HCFA  contains  requisite 
procedures  for  handling  patient  grievances.  Grievances  of 
a  serious  nature,  such  as  the  one  from  the  Joshuas  in  Feb- 
ruary, 1999,  require  that  RN  18  make  specific  referrals  to 
other  agencies  as  steps  toward  grievance  resolution.  The 
contract  also  requires  that  the  patient  be  notified  of  the 
referrals . 

The  absence  of  notices  to  Jeanie  Joshua  is  the  criteria 
used  in  this  document  to  conclude  that,   apparently,  no. refer- 
rals were  made  in  response  to  her  grievance. 

The  Quarterly  Reports  from  RN  18  for  1999  are  required 
to  include  information  on  grievances  received  during  the 
year.     Those  reports  cannot  be  accurate  because  of  the  non- 
response  of  RN  18  to  the  Joshuas'  grievance. 

***** 
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Addendum 

Addiitonal  laws  related  to  dialysis  were  broken  by 
RN  18  in  the  time  period  February , 1999  through  May,  1999. 
To  understand  how  those  laws  applied*  it  may  be  helpful  to 
explain  the  circumstances  in  which  they  occurred. 

At  the  time  of  her  grievance  (February,   1999),  Jeanie 
Joshua  had  been  on  home  dialysis  for  7  years.     She  had  a 
perfect  record  of  safety  and  excellent  treatment  results. 
She  had  a  productive,  active  life,  including  tutoring 
students  In  math. 

Jeanie  Joshua  and  her  husband,   Sholom/  were  trained  by 
licensed  medical  staff  to  perform  hemo-dialysis  at  home. 
They  were  also  trained  in  the  dynamics  of  hypertension,  as 
required  by  Federal  law  (Chapter  4,  Sub-chapter  B,  Part  405, 
Subpart  U,  Section  405,2137  (b)(7)(vi)).     That  training 
Included  the  causes  of  hypertension  and  its  remedy. 

In  December,   1998,  Jeanie  Joshua  developed  hyperten- 
sion for  the  first  time.  Various  medications  were  only 
minimally  effective.     Her  hypertension  did  improve  when 
her  fluid  volume  was  lowered.     Because  she  has  no  kidney 
function,  Mrs  Joshua  essentially  can  remove  fluid  only 
by  dialysis . . 

In  late  January,   1999,   Dr  Davis  Abrams  gave  Jeanie 
Joshua  orders  to  deliberately  add  extra  fluid  volume  and  to 
decrease  the  frequency  of  dialysis. 

The  orders  given  were  the  opposite  of  the  training  Mrs 
Joshua  had  received. 

The  orders  exascerbated  Jeanie  Joshua's  hypertension 
to  an  extreme  degree. 

David  Abrams,  MD  was  informed  repeatedly  by  Mrs  Joshua 
that  his  orders  were  exascerbating  her  hypertension.  Dr 
Abrams  told  Mrs  Joshua  to  continue  with  his  orders. 

In  February,  1999,  Jeanie  Joshua  filed  a  grievance 
with  the  Renal  Networks.     She  told  the  Networks  that  her 
health  was  worsening  due  to  Dr  Abrams  orders  and  asked  the 
Networks  to  intervene.    There  was  no  response  to  Mrs  Joshua's 
grievance . 

During  the  time  period  March/   1999  through  April,  1999, 
Mrs  Joshua  tried  to  find  another  nephrologist  to  take  over 
her  care,  a  nephrologist  who  would  sponsor  home  dialysis. 
Her  efforts  were  handicapped  by  two  factors;   (l)  There  was 
no  way  she  could  explain  what  Dr  Abrams  was  doing  without 
confounding  a  prospective  nephrologist  (2)  Jeanie  Joshua's 
health  was  so  undermined  by  Dr  Abrams  that  she  had  little 
strength  to  do  anything. 

In  April,   1999'   Jeanie  Joshua  went  to  a  meeting  at  her 
dialysis  back-up  unit.     She  was  told  that  RN  18  had  approved 
the  transfer  of  her  care  out  of  home  dialysis  to  a  unit  in 
Los  Angeles,   80  miles  away  from  her  home.     Jeanie  Joshua 
protested  that  the  transfer  was  against  the  lav  and  conse- 
quently she  would  not  agree  to  it.     She  asked  to  speak  with 
the  unit's  medical  director. (an  M.D.).     She  asked  him  to 
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temporarily  take  over  her  care  so  she  could  continue  to  look 
for  a  nephrologist  for  her  ongoing  care.     The  medical  director 
refused.    Mrs  Joshua  asked  the  medical  director  to  let  her 
tell  him  what  had  happened  to  her  since  February,  1999.  The 
medical  director  said  he  didn't  want  to  hear  the  account. 

Mrs  Joshua  was  told  there  would  be  no  provision  for 
temporary  coverage  by  any  physician  associated  with  the  unit. 
Then  she  was  told  one  unit  doctor  might  be  willing  to  be  her 
regular  doctor,  if  she  passed  an  interview.    All  the  other 
unit  doctors  had  already  decided  amongst  themselves  that  they 
would  not  be  available  to  provide  any  care  (Most  of  these 
doctors  had  never  met  Mrs  Joshua). 

Jeanie  Joshua's  experience  with  her  unit's  medical  dir- 
ector contrasts  with  the  following  Federal  laws; 

— Section  405.2136  (g)   "Standardi  Medical  supervision  and 
emergency  coverage.     The  governing  body  of  the  ESRD  dialysis 
or  transplant  facility  ensure  that  the  health  care  of  every 
patient  is  under  the  continuing  supervision  of  a  physician 
and  that  a  physician  Is  available  in  emergency  situations." 

--Chapter  7,  Subchapter  XVIII,  Section  1395a.     Free  choice 
by  patient  guaranteed.   {a)*'Baslc  freedom  of  choice.  Any 
individual  entitled  to  insurance  benefits  under  this  sub- 
chapter may  obtain  health  services  from  any  institution, 
agency,  or  person  qualified  to  participate  under  this  sub- 
chapter if  such  institution,  agency,  or  person  undertakes 
to  provide  him  such  services." 

Jeanie  Joshua  was  given  no  freedom  of  choice  as  she 
was  given  no  temporary  coverage  necessary  to  exercise  that 
freedom.     In  effect,  Jeanie  Joshua  was  being  told  that  she 
had  no  rights  in  the  whole  situation. 

Jeanie  Joshua  informed  the  medical  staff  at  the  unit 
meeting  that  she  could  not  give  up  her  rights.     In  response 
she  was  told  she  would  no  longer  be  given  any  medications 
or  laboratory  tests;  that  she  was  on  her  own. 

The  dialysis  delivery  system,  with  the  participation 
and  approval  of  RN  18,  had  created  a  situation  of  extreme 
trauma;  for  Mrs  Joshua,  and  violated,  multiple  Federal  laws 
meant  to  protect  dialysis  patients. 

In  May,   1999,  with  no  assistance  from  RN  19  or  anyone 
involved  with  her  care,  Jeanie  Joshua  was  able  to  make 
arrangements  with  a  doctor  of  her  choosing.     Through  these 
new  arrangements,  she  has  been  able  to  continue  with  her 
home  dialysis . - 

In  Jeanie  Joshua ' s  8  years  on  home  dialysis,  she  has 
met  or  exceeded  all  Federal  and  common  sense  goals  for  an 
ESRD  patient.  Throughout  her  years  on  home  dialysis,  she 
has  required  little  time  or  involvement  from  her  dialysis 
providers. 

***** 

Final  Thoughts 


Patients  who  are  not  treated  properly  are  encouraged,  in 
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the  Federal  regulations/  to  tile  grievances  with  the  Renal 
Networks  -    The  lav  states: 

(Chapter  IV,   Subchapter  B,  Part  405/  Subpart  U,  Section 
405.2138  (e):     Standard:  grievance  mechanism.  "All  patients 
are  encouraged  and  assisted  to  understand  and  exercise  their 
rights.     Grievances  and  recommended  changes  in  policies  and 
services  may  be  addressed  to  facility  staff,  administration/ 
the  network  organization,  and  agencies  or  regulatory  bodies 
with  jurisdiction  over  the  facility,  through  any  represen- 
tative of  the  patient's  choice/  without  restraint  or  inter- 
ference, and  without  fear  of  discrimination  or  reprisal." 

If  a  network  does  not  respond  to  a  grievan-ce — as  hap- 
pened to  Jeanie  Joshua — or  responds  inadequately/  the  patient 
has,-  in  practical  terms,  nowhere  to  turn. 

The  many  Federal  laws  enacted  to  protect  ESRD  patients 
are  of  no  avail  if  a  Network  does  not  fulfill  its  respon- 
sibilities.    A  dialysis  patient,    cannot/  realistically /pack 
his  bags  and  go  somewhere  new  to  get  proper  care.  Most 
dialysis  providers  are  for-profit  entities  and  tend  to 
function  as  a  business  where  the  complaining  "customer" 
is  generally  perceived  to  be  wrong--no  matter  what.  Repu- 
tations follow  the  patient  from  one  provider  to  another. 
Because  patient  rights  tend  not  to  be  anforced  (Jeanie 
Joshua's  experience  is  a  graphic  example),  providers  can 
decide  to  refuse  dialysis  to  a  patient.     This  is  a  fright- 
ening scenario.   (One  noted  exception  to  this  practice  is 
in  the  case  of  prisoners  who  require  dialysis.  Because 
prisoners  have  the  assistance  of  law  enforcement/  they  are 
not  turned  away  by  providers.     Even  prisoners  known  to  be 
violent  win  be  escorted  right  into  a  facility/  with  guards 
provided  as  a  protection  against  trouble). 

But  for  the  lone  dialysis  patient,  most  of  whom  are  older 
individuals  with  poor  or  failing  health/  there  is  no  assist- 
ance.    If  the  dialysis  delivery  system  decides  to  close  its 
doors /  the  patient's  only  recourse  is  an  emergency  room  and 
the  courts. 

Additionally/  dialysis  provideis  are  frequently  formed 
into  groups.     Often  there  is  only  one  group  where  the  patient 
lives.     The  patient,  for  fear  of  no  dialysis,  tends  to  be 
quiet  about  poor  care. 

Another  important  issue  is  the  under-utilization  of 
home  dialysis.     Only  1%  (approximately)  of  hemo<Jlalysls  patients 
receive  treatments  at  home,  even  though  it  is  an  established 
fact  that  patients  do  better,  feel  better,  and  have  healthier, 
happier  lives  on  home  dialysis. 

The  Renal  Networks  are  entrusted  to  "Improving  the  quality 
of  health  care  services  and  quality  of  life  for  ESRD  bene- 
ficiaries."    A  fundamental  responsibilty  of  the  Networks,  to 
fulfill  its  stated  goal,  is  the  investigation  and  resolution 
of  grievances.     Failure  to  do  this  is  a  betrayal  of  the  public 
trust. 
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The  Federal  regulations  provide  for  the  termination  of 
a  Renal  Network  that  has  failed  to  fulfill  its  responsi- 
bilities: 


(Chapter  1,  Subchapter  XVIII,  Part  D,  Section  1395rr 
(c)(ii)   (II):  "An  agreement  with  a  network  administrative 
organization  may  be  terminated  by  the  Secretary  only  if  he 
finds,  after  applying  such  standards  and  criteria,  that  the 
organization  has  failed  to  perform  its  prescribed  responsi- 
bilities effectively  and  efficiently.     If  such  an  agreement 
is  to  be  terminated,  the  Secretary  shall  select  a  successor 
to  the  agreement  on  the  basis  of  competitive  bidding  and  in 
a  manner  that  provides  an  orderly  transition." 
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ATTN:  Mr.  Cecil  Swamidoss  -  per  our  recent  phone  conversation, 
I  am  forwarding  this  material 


I  am  a  Professor  of  Psychology  at  Cleveland  State  University 
and  have  been  a  dialysis  patient  starting  in  1995. 

I  receive  my  B.A.  at  Harvard  College  in  1965  and  my  Ph.D.  in 
Psychology  at  Columbia  University  in  1974. 

I  will  be  happy  to  provide  more  information  if  it  would  be  helpful. 


It  is  only  a  couple  of  days  ago  that  I  became  aware  of  your 
hearings  on  the  U.S.  dialysis  crisis.  i  have  not  have  time  to 
present  a  complete  response  for  the  hearings,  but  I  have  put 
together  as  much  as  possible  within  the  brief  time  allotted. 

I   started  dialysis  about  five  and  a  half  years  ago.  Since 
that  time,   I  have  been  on  hemodialysis  a  total  of  four  years, 
a  transplant  almost  one  year  and  peritoneal  dialysis  about  a  half 
a   year.       I    will    restrict   my   comments    here   to   hemodialysis  as 
administered  in  a  dialysis  center. 

I  am  a  58  year  old  college  professor  of  psychology.     I  have 
continued  teaching,   writing,   research  and  other  activities  during 
this  period  although  not  at  the  level  I  could  achieve  earlier. 
I  am  currently  putting  in  three  afternoons  and  early  evenings 
a    week    to    receive    dialysis     (15    hours    in    all    at    the  dxalysis 
center'  . 


Best  wishes. 
Bob  Soiled 


Senate  Office  Building 
Washington,  D.C. 


Most  recently,  I  noticed  a  large  staff  turnover  at  our 
dialysis  center.  This  was  not  atypical,  but  not  only  were 
technicians    turning    over    this    time,     but    so    were    nurses  and 


supervising  nurses.  The  new  technicians  were  poorly  trained.  For 
a  month, I  did  not  notice  anyone  washing  his  or  her  hands. 
Technicians  would  go  from  one  patient  to  another  without  changing 
gloves.  This  is  an  extremely  dangerous  practice  as  it  may  involve 
preading  deadly  viruses  and  bacteria  from  one  patient  to  another. 
One  technician  had  long  fingernails  and  a  lot  of  jewelry  at  the 
same  time  I  was  watching  a  television  show  about  the  dangers  of  the 
spread  of  infection  in  just  such  a  manner  with  premature  infants. 
Technicians  would  be  working  on  a  patient  and  paying  attention  at 
the  same  time  to  someone  else  ten  yards  away  and  carrying  on  a 
conversion.  Technicians  would  (and  still  do)  engage  in  loud  banter 
when  patients  are  trying  to  sleep.  There  seemed  to  be  little  or  no 
regard  for  a  sterile  field  as  after  the  needle  site  was  swabbed 
with  alcohol,   technicians  would  carelessly  touch  it. 

Patients  did  not  wash  their  own  hands  or  fistulas  prior  to 
treatment.     Food  sharing  between  patients  was  allowed. 

I  complained  to  the  center's  national  headquarters,  and  the 
CEO  emailed  m^e  and  promised  he  would  take  action.  There  was 
subsequently  some  improvement,  but  most  of  it  resulted  after  I 
printed  up  a  large  card  saying,  "Please  be  sure  your  hands  are 
clean  and  that  you  have  new  gloves  on  before  working  on  me  or  on 
touching  tubes  containing  my  blood.  Thank  you  for  your 
consideration."  In  a  few  cases,  I  would  not  let  technicians 
approach  rae  until  they  had  washed  their  hands.  They  were  not 
pleased,  but  I  knew  I  had  to  protect  myself. 

-. The  scenario's  detailed  above  are  symptomatic  of  a  system  in 
crisis .  .  ■        -      .  ,. 

Here  are  some  -  only  a  few  -  of  the  many  problems  of  which  I 
am  aware. 

The    technicians    are   overworked.       They   are    assigned  four 
patients  at  a  time.     Only  a  few  years  ago,   they  had  only  three. 
The  history  here   is   educative.      Once  doctors,    then  mostly  nurses 
and  now  technicians  are  mostly  administering  dialysis. 

Medical  consultations  are  few  and  far  between.  My  doctor  sees 
me  at  most  ten  minutes  a  month.  Various  medical  conditions  can  and 
do  slip  between  the  cracks  even  though  I  make  every  effort  to  keep 
up  with  what  is  going  on.  For  example  I  was  losing  much  bone  mass 
as  a  result  of  hyperparathyroidism  (common  in  kidney  failure) . 
Some  two  or  more  years  went  by  before  I  realized  that  I  needed  a 
partial  parathyroidectomy.  By  the  tim.e  it  was  done,  I  had  severe 
osteoporosis.  My  doctor  had  mentioned  it  once  earlier  and  I  had 
not  followed  up  as  a  result  of  other  complications  at  the  time. 
He  did  not  take  it  upon  himself  either  to  have  me  check  my  bone 
density   again   or   to    suggest    that    I    have   the    surgery   done.  Many 
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patients  develop  life  threatening  osteoporosis  when  it  could  have 
been  prevented  with  a  parathyroidectomy. 

To  generalize,  dialysis  patients  usually  have  problems  with 
many  systems.  A  few  r.inutes  a  nonth  of  medical  consultation  is  not 
enough  for  them  to  get  adequate  care . 

As   far   as   I   can  see,    there   is   no-one  working   to  support 

dialysis  patients  in  obtaining  or  maintaining  employment. 

The  scheduling  of  dialysis  does  not  easily  accommodate  people 
wor Icing  a  ncrr.al  schedule. 

There    is    no   effort    towards    rehabilitation    of   patients  - 

per_cd . 

Psychological  counseling  or  referrals  for  patients  seems  nil. 

There  is  little  or  no  preparation  for  patients  prior  to 
dialysis.  They  receive  little  or  no  information  about  dialysis  or 
how  to  cope  with  it.  They  no  little  about  the  procedures  or  about 
the  medical  aspects  of  dialysis.  There  is  often  very  little 
orientation  -  and  no  continuing  education  about  how  to  cope  with 
dialysis . 

Subsequently,  I  routinely  see  patients  taking  off  too  much 
fluid  and  having  cramps  or  becoming  faint  (or  fainting)  without 
either  they  or  a  technician  realizing  that  the  settings  have  to  be 
adjusted  for  weight  change.  Many  patients  do  not  even  know  that 
the  best  way  to  avoid  fluid  accumulation  between  sessions  is  to 
avoid  salt.  "Water  follows  salt"  is  a  dictum  with  which  most  are 
not  familiar. 

There  is  little  awareness  about  the  benefits  and  drawbacks  of 
transplants . 

Supplies  are  inadequate.  Sometimes  supplies  are  second-rate. 
Dialyzers  are  reused  to  save  a  few  dollars,  but  with  major 
consequences  for  the  safety  and  health  of  patients.  Reuse  of 
dialyzers  is  rare  in  Europe,  where  the  mortality  rate  is 
considerably  lower. 

Doctors  are  referring  patients  to  centers  in  which  they  have 
a  financial  stake.  This  very  factor  alone  mitigates  against  any 
real  effort  to  improve  a  center. 

Citizens  cannot  find  out  the  comparative  mortality, 
hospitalization  or  infection  rates  among  centers.  One  does  not 
know  if  one  is  entering  a  comparative  death  trap  or  not. These 
figures  MUST  BE  MADE  PUBLICALLY  AVAILABLE.  They  could  be  adjusted 
for    type    of    patient    and    pre-existing    severity    of  complicating 
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conditions . 

There  is  no  Medicare  incentive  for  centers  to  improve  the 
health  of  a  patient  or  to  help  him  or  her  improve  the  level  of 
functioning  -  including  employment  status.  There  must  be 
INCENTIVES  for  this  type  of  effort. 

Centers  are  inflexible  in  treatment  schedules.  It  is  an 
assembly  line.  Efforts  to  have  all-night  therapy,  four-day  a  week 
therapy  and  other  varieties  as  have  proven  successful  in  other 
countries  are  not  even  considered.  Programs  to  teach  patients  to 
administer  their  own  dialysis  are  far  and  few  betv/een. 

There  is  little  incentive  or  opportunity  for  new  dialysis 
protocols. 

Senators,  this  is  a  crisis.  Of  our  350,000  dialysis 
patients,  about  20%  die  annually.  This  70,000  is  greater  than  our 
losses  in  Vietnam.  Our  death  rate  should  be  at  least  1/3  lower  to 
match  the  rate  in  other  Western  countries.  Saving  21,000  extra 
lives  a  year  is  a  worthy  goal.  But  improvement  in  dialysis  would 
also  enable  the  lives  of  many  of  the  350,000  to  be  happier  and  more 
productive.  Many  immediate  family  members  are  also  harmed  at 
present.  There  is  every  reason  to  believe  that,  with  current 
technology,   even  more  lives  can  be  prolonged. 

In  an  attached  document,  I  have  summarized  in  narrative  form 
my  experiences  with  the  health  system  and,  in  particular,  those 
relating  to  treatment  of  kidney  failure  and  ESRD.  It  is  a  personal 
document,  but  I  hope  it  will  be  relevant  and  useful  in  conveying 
some  of  the  experiences  that  may  occur  in  our  struggling  dialysis 
care  system. 


Sincerely, 

Robert  N.  Soiled,  Ph.D. 
Professor  of  Psychology 
Cleveland  State  University 


attachment:     Beyond  the  Safety  Net 


* 
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Living  Beyond  the  Safety  Net  >         JL-t  ^ 
Robert  N.  Soilod,  Ph.D. 

T  am  a  middle-aged  academic  and  practicing  clinical  psychologist  in  the  Mid- West 
("middle-aged,  middle  class  and  in  the  Mid- West")  with  a  background  of  helping  people  with 
many  problems  in  different  clinical  settings.  As  a  university  professor,  my  scholarly  activities 
have  been  in  the  area  ol  the  history  of  psychotherapy,  the  integration  of  different  approaches  to 
psychotherapy  and  the  relation  of  psychology  to  religion. 

In  1 990, 1  spent  part  of  my  Sabbatical  in  Cyprus,  where  I  studied  with  Daskalos,  a  Greek 
Orthodox  mystic,  healer  and  teacher.  His  teachings  vitalized  the  spiritual  dimen.sion  of  my  life. 
He  had  a  deeply  transformative  presence,  and  his  convictions  seemed  to  come  directly  from 
experience.  He  asked  his  students,  "Do  you  have  a  soul?  No,  you  are  a  soul  and  you  have  a 
body."  He  urged  people  to  accept  whatever  life  brought  as  part  of  a  Divine  plan  and  to  learn  from 
ail  life's  experiences.  He  perceived  death  as  not  an  end  to  life  but  as  a  "change  of  state". 
Overcoming  egoism  through  daily  self-examination  was  a  central  theme.  He  taught  thai  we  are 
responsible  for  our  thoughts  and  feelings  and  could  develop  an  awareness  of  spirit.  He  conveyed 
and  promoted  an  egalitarian  attitude  toward  others.  I  learned  much  about  the  relation  of 
spirituality  to  psychology  and  was  looking  forward  to  the  possibilities  ahead  of  me.  I  believed  I 
was  not  only  a  seeker  but  also  a  "finder"  and  could  convey  some  nuggets  of  truth  to  others.  I 
thought  that  I  would  be  able  to  pursue  real  psych-ology,  literally,  in  Greek,  the 
study  of  the  soul.  I  did  not  realize  that  these  teachings  would  shortly  become  essential  for  mc. 

I  returned  to  the  states  in  December  1 990,  in  tune  to  avoid  the  onset  of  the  Gulf  War, 
which  shortly  would  ensue  near  Cyprus,  was  sweaty,  exhausted  and  dizzy  by  the  end  of  the 
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airplane  trips  home.  I  suffered  from  fatigue  and  often  became  exhausted  during  the  next  few 
weeks.  I  was  very  irritable.  Jeanine  and  1  joined  a  health  club  to  improve  our  fitness.  On  the  tirst 
try-  out  of  the  assigned  weight-training  exercises,  I  became  out-of-  breath,  very  sweaty  and  had  to 
stop.  Jeanine  was  concerned  when  she  saw  me  lying  down,  exhausted,  on  a  bench  at  the  health 
club.  I  reassured  her  that  I  was  just  out  of  shape.  I  did  not  imagine  anything  serious  and  certainly 
did  not  link  this  with  my  experience  in  Cyprus.  An  exercise  supervisor  required  me  to  get  a 
doctor's  approval  before  returning. 

I  visited  to  my  primary-care  doctor,  who  examined  me  and  ran  some  blood  tests.  He 
phoned  me  a  few  days  later  and  informed  me  that  my  creatinine  level  was  high  -  an  indication  of 
kidney  failure.  At  a  subsequent  appointment,  he  told  me  that  my  prognosis  was  end-stage  renal 
disease  (ESRD)  -  with  either  dialysis  and/or  a  transplant  in  the  offmg.  I  was  stunned  and 
at  first  did  not  fully  believe  or  accept  tliis  abruptly  conveyed  diagnosis.  During  the  next  few 
weeks,  I  spent  long  periods  alone  in  order  make  sense  of  my  situation.  1  thought  of  illness  and 
death  while  life  around  me  went  on  as  usual.  Others  were  concerned  with  siunmer  vacations, 
departmental  politics,  automobile  repairs,  minor  medical  problems  and  the  news  of  the  day.  T 
sought  the  strength  to  cope  with  what  might  be  in  store. 

I  felt  blind  sided  because  no  doctor  had  inJormed  me  that  1  was  a  candidate  for  kidney 
failure.  I  had  hyperlipidemia  and  moderately  high  blood  pressure  for  many  years.  These 
conditions  had  been  treated  symptomatically.  No-one  had  pointed  out  their  connection  vath  or 
the  seriousness  of  an  underlying  chronic  nephrotic  syndrome.  My  HMO  physicians  had  never 
referred  me  to  a  nephrologist.  Even  if  my  condition  and  prognosis  had  been  adequately 
formulated,  however,  there  was  no  indication  that  any  treatment  could  have  prevented  a 
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downward  slide. 

Oddly  enough,  the  very  next  day  one  of  my  students  reported  thai  her  cat  had  been 
diagnosed  with  kidney  failure  and  would  shortly  have  to  be  "put  to  sleep."  The  cat  had  been 
urinating  "all  over  the  place"  for  many  months  and  had  finally  been  diagnosed  by  a  veterinarian 
as  having  kidney  failure.  I  was  surprised  and  amused  by  the  coincidence  or  synchronicity 
involved,  identified  with  the  cat  and  offered,  jokingly,  "Would  you  ever  consider  cat  dialysis?" 

I  learned  that  kidneys  could  deteriorate  for  many  years  without  symptoms  of  uremia,  a 
serioiB  condition  caused  by  the  buildup  of  waste  products  in  the  blood  and  body  tissues.  A 
person  could  hve  normally  on  as  little  as  20  percent  of  kidney  capacity.  Apparently,  my  kidneys 
had  been  deteriorating  for  many  years  but  had  been  functioning  at  more  than  this  essential  20 
percent. 

A  few  months  later,  in  July  1991,  1  svsatched  from  my  primary  care  doctor  in  an  HMO  to 
a  major  medical  center  for  a  more  complete  appraisal.  After  an  initial  interview  and  evaluation,  I 
was  marking  time  in  the  cafeteria.  ("They  don't  call  us  patients  for  nothing.")  An  announcement 
on  loudspeakers  indicated  that  I  should  return  to  the  nephrology  clinic.  A  staff  person  there 
said  that  it  was  important  to  for  me  to  be  seen  right  away.  He  said  that  they  had  put  out  an  "all 
points  bulletin"  for  me.  "What's  the  urgency?"  I  asked  a  doctor.  "We  want  to  be  able  to  see  you 
next  week."  He  said  that,  if  I  continued  to  take  Vasotec,  i  might  die  suddenly.  Vasotec  was  the 
antLhypertensive  medication  I  had  been  prescribed  for  many  years.  The  doctor  indicated  tliat 
Vasotec  raises  the  potassium  levels  in  people  with  kidney  failure.  In  my  case,  1  was  informed, 
blood  values  of  potassium  were  at  a  potentially  lethal  level.  The  first  symptoms  of  too  much 
potassium  in  the  bloodstream,  I  was  told,  are  cardiac  arrest  and  sudden  death.  1  was  given  some 
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samples  of  a  different  anti-hypertensive  to  take.  I  was  stunned  by  the  doctor's  abruptness  as  well 
as  by  what  he  had  to  say. 

-    I  reported  the  information  to  my  affable  primary  care  physician,  who  had  been 
responsible  for  the  Vasotec  prescription.  In  a  barely  audible  voice,  he  indicated  that  he  was 
unaware  of  Vasotec's  potentially  lethal  side  effect  in  kidney  patients.  His  ignorance  might  well 
have  resulted  in  my  death,  and  nobody  would  have  discovered  the  cause.  As  I  left  his  office,  I 
had  mixed  emotions.  I  was  disappointed  and  angry.  I  had  been  let  down  by  someone  I 
liked  and  had  trusted.  His  warmth  and  concern  did  not  compensate  for  gaps  in  his  knowledge. 

I  realized  that  I  could  not  completely  rely  on  physicians'  advice  nor  ever  again 
automatically  trust  their  conclusions  or  regimens.  I  decided  to  become  more  self-reliant  in  my 
approach  to  medical  care.  I  wrote  some  letters  to  newspapers  about  the  inadequacies  of  HMOs, 
but  they  were  not  published  -  possibly  because  HMOs  were  popular  in  the  early  1990s  and 
considered  a  progressive  solution  to  the  rising  costs  of  health  care. 

The  next  few  years  involved  living  with  increasingly  severe  kidney  failure.  I  became 
more  and  more  uremic  but  did  not  yet  need  dialysis,  my  symptoms  being  fatique,  weakness, 
incessant  itching,  poor  ^petite,  bloating,  irritability,  and  difficulty  concentrating.  I  had  not 
known  anyone  who  had  kidney  failure,  felt  isolated  in  my  struggle  with  tliis  uremic  syndrome. 
Not  surprisingly,  Jeanine  was  concerned  about  my  deteriorating  condition. 

Using  my  scholarly  habits  and  skills,  I  tried  to  become  an  expert  on  kidney  failure.  I 
asked  doctors  and  nurses  many  questions,  did  computer  searches  and  read  articles  in  medical 
journals.  I  remember  commenting,  "My  brain  is  trying  to  save 

my  other  organs."  With  the  concurrence  of  my  new  primary  physician,  I  concluded  that  it  was 
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worth  trying  massive  doses  of  cortisone  in  order  to  protect  my  remaining  kidney  functioning. 

Mood  changes,  fluid  retention  and  weight  gain  are  among  the  side  effects  of  cortisone 
treatment.  The  altemate-day  regimen  of  cortisone  resulted  in  elation  on  days  when  1  was  taking 
cortisone.  Withdrawal  symptoms  of  enervation  and  great  fatigue  occurred  every  other  day.  My 
academic  productivity  alternated  from  day  to  day.  I  was  able  to  write  some  publishablc  articles 
during  the  good  days.  Given  my  sense  of  a  limited  future,  1  was  committed  to  focusing  on  topics 
close  to  my  heart  -  which  might  be  of  real  benefit  to  others.  One  article,  which  received  much 
favorable  attention,  was  entitled  "The  Hollow  Curriculum",  it  discussed  the  omission  of  teaching 
about  religion  in  higher  education.  Invitations  to  speak  nationally  followed,  but  1  xvas  too 
exhausted  much  of  the  time  to  be  willing  to  accept  them.  T  also  wrote  an  article  about  the  utility 
of  techniques  and  concepts  drawn  from  healing  and  spiritual  traditions  in  psychotherapy. 

Full  of  hope,  I  tried  some  alternative  treatments,  including  hands-on  healing  touch.  A 
practitioner  would  presumably  send  "chi"or  prana,  forms  of  subtle  energy  unknown  and 
unaccepted  by  modem  science,  into  the  kidneys.  The  chi  was  thought  to  open  up  any  energy 
blockages  that  might  have  contributed  to  the  kidney  failure.  This  alternative  approach  was 
beneficial  in  that  it  increased  my  somatic  awareness  and  helped  me  access  some  suppressed 
emotions.  It  helped  me  understand  some  of  the  connections  between  my  emotions  and  physical 
states.  I  traveled  to  see  a  Chinese  herbalist  in  New  York  and  an  Eastern  European  "healer" 
practicing  in  Bethesda  -  one  recommended  by  a  friend  and  the  other  in  a  newspaper  article.  A 
healmg  group  intended  my  healing  and  well-being.  I  believed  that  spiritual  healing  might  arrest 
or  reverse  my  condition.  But  neither  conventional  medical  treatment  with  cortisone  nor 
alternative  healing  methods  prevented  the  ongoing  and  inexorable  deterioration  of  my  kidneys. 
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I  did  find  that  practicing  meditative  self-observation  and  sometimes  reaching  an  inner  awareness 
or  presence  lightened  my  mood.  I  felt  better  without  actually  becoming  better.  I  continued  to  pray 
for  healing,  if  that  was  God's  will.  I  wondered  what  the  purpose  of  this  illness  might  be. 

Some  of  my  friends  and  acquaintances  indicated  that  they  thought  my  illness  was  a  result 
of  a  personal  failing  of  some  sort.  I  found  m5^elf  in  partial  agreement.  They  said  that,  if  I 
changed  my  thoughts  and  emotions,  my  kidneys  would  improve.  Having  normal  kidneys  and 
being  in  good  health,  they  exuded  a  distinct  sense  of  superiority  and  self-satisfaction.  They  also 
recommended  numerous  forms  of  herbal  and  vitamin  medicine,  acupuncture  or  tai  chi  that  had 
worked  for  them.  One  confidently  suggested  that  1  drink  a  lot  of  water  -  bad  advice  for  a  person 
excreting  little  urine. 

After  a  while,  I  realized  that,  in  practically  every  case,  those  who  recommended  and 
swore  by  alternative  treatments  had  not  confronted  anything  more  than  malaise  or  mild 
symptoms  of  depression.  I  found  their  attitudes  to  be  poorly  informed,  judgmental, 
condescending  and  irritating.  Some  acquaintances,  I  found,  actually  started  to  avoid  me.  I  was 
told  that  my  illness  made  one  of  them  uncomfortably  aware  of  his  mortality.  1  often  spoke  about 
the  general  nature  of  my  disorder  but  preferred  not  to  go  into  details  unless  I  felt  relaxed,  and 
particularly  open,  with  someone. 

I  continued  teaching  but  stopped  seeing  psychotherapy  clients  except  for  brief  consults. 
This  was  the  first  time  in  my  career  that  I  was  not  engaged  in  the  practice  of  psychotherapy.  This 
activity  was  an  early  causality  of  kidney  failure.  I  had  to  acknowledge  the  potency  of  this  illness 
and  the  importance  of  physical  health.  1  was  also  too  sick  to  continue  in  a  pro  bono  inner  life 
support  group  I  had  formed.  It  went  on  without  me.  I  did  not  trust,  given  my  concerns  about 
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medica]  problems,  that  I  could  function  as  an  effective  psychotherapist.  Nor  was  I  able,  as  T 
jettisoned  downhill,  to  elaborate  creative  ideas  in  scholarly  journals.  I  had  enough  intellectual 
stamina  to  write  short  reviews,  comments  and  letters  for  professional  journals,  but  scholarly 
articles  were  too  taxing  to  complete.  Nonetheless,  I  wanted  to  continue  to  work  for  a  positive 
legacy. 

During  this  period,  I  conmiitted  myself  to  initiating  community  service  efforts  at  the 
university.  1  was  feeling  very  itchy,  tired  and  nauseous  much  of  the  time.  In  spite  of  numerous 
obstacles  and  indifference  on  the  part  of  some  administrators,  I  was  able  to  organize  many 
faculty,  staff  and  students  to  promote  community  service  and  service  learning  on  our  large  urban 
campus.  I  was  trying  to  make  a  difference  in  the  Umited  time  that  appeared  to  be  left  to  me.  .It 
was  an  often  lonely  quest.  I  often  tried  to  emulate  the  dying  protagonist  in  Carissa's  film,  Acer, 
who  struggled  to  have  a  playground  built  in  spite  of  terminal  cancer  and  bureaucratic  obstacles. 

1  became  very  involved  in  helping  to  form  a  new  faculty  union.  Even  though  not  feeling 
well  much  of  the  time,  I  became  the  Chief  Negotiator  at  the  beginning  of  a  difficult  initial 
negotiation.  Dealing  with  my  illness  had  somehow  helped  me  have  the  courage  and  toughness  to 
face  an  unpleasant  administration  Chief  Negotiator.  My  continuing  struggle  vvith  a  chronic  illness 
cast  a  bright  shadow  in  the  high  regard  that  many  others  felt  for  me.  The  teamwork  £ind         '  ^  ' 
camaraderie  witli  other  faculty  union  members  boosted  my  morale  and  helped  me  overcome  a 
sense  of  isolation. 

We  did  achieve  our  first  union  contract.  It  included  equitable  proposals  that  v^ould  not 
help  me  personally  but  would  have  a  positive  impact  generally.  It  was  a  remarkable  achievement 
to  convince  the  faculty  to  go  without  an  across-the-board  pay  raise  for  one  year  in  order  to 
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provide  funds  to  establish  minimum  salaries  per  rank.  Our  negotiations,  from  which  I  had  to 
withdraw  for  health  reasons,  resulted  in  greater  salary  equity  -  particularly  for  female  faculty 
members.  Greater  professional  security  was  written  into  the  contract.  Some  colleagues  were 
encouraged  to  give  up  their  moonlighting  jobs  outside  of  academia. 

Returning  now  to  my  illness,  I  wondered  what  personal  failings  if  any  had  contributed  to 
my  kidney  failure.  A  renal  biopsy  indicated  cellular  sclerosis  (scarring).  The  most  likely  etiology 
was  a  strep  infection  many  years  earlier  followed  by  consequent  inevitable  deterioration  of  my 
damaged  kidneys.  T  was  relieved  that  my  personality  did  not  appear  to  be  at  fault. 

I  saw  an  article  in  a  scientific  journal  about  an  experimental  treatment  for  kidney  failure 
involving  a  genetically-engineered  insulin-like  human  growth  factor.  This  growth  factor  had 
stimulated  kidney  regeneration  in  laboratory  animals.  Its  effects  on  humans  were  unknown.  1 
decided  to  apply  to  be  a  subject  in  this  program  conducted  at  a  medical  center  in  St,  Ix)uis  -  about 
a  thousand  miles  from  my  home  in  the  suburbs  of  Cleveland.  My  condition  turned  out  to  be 
suited  to  the  experimental  protocol.  I  was  one  of  a  handful  of  people  to  be  accepted  into  the 
program.  In  Spring  of  1994,  1  spent  more  than  seven  weeks  as  a  guinea  pig  while  receiving  large 
doses  -  worth  about  a  million  dollars  ($20,000  per  injection)  -  of  the  experimental  human  growth 
factor.  I  became  a  valuable  research  subject.  I  hoped  to  prevent  or  at  least  forestall  the  need  for 
dialysis. 

Roles  as  scholar  and  therapist  emerged  in  addition  to  my  roles  as  experimental  subject 
and  patient.  Aside  from  times  for  specific  tests,  I  was  given  the  run  of  the  hospital  and  the  city.  I 
often  went  to  the  medical  library  among  the  researchers  and  medical  students,  where  I  spent 
many  hours  reviewing  the  latest  nephrology  journals.  I  was  also  wiiting  a  study  guide  for  a 
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personality  theory  textbook  on  a  laptop  computer.  One  of  the  doctors  involved  in  the  research 
project  was  extremely  knowledgeable,  friendly,  informative  and  compassionate.  He  treated  me  as 
an  equal.  J  spent  some  time  almost  every  day  finding  out  more  about  the  vicissitudes  of  kidney 
disease,  dialysis  and  transplantation. 

1  felt  a  sense  of  kinship  with  the  other  kidney-failure  patients  I  met.  We  used  the  abundani 
free  time  to  discuss  the  ins  and  outs  of  kidney  failure.  One  paiieni  had  undergone  a  successfril 
kidne>-  transplant  from  a  living  donor.  1  saw  this  patient's  result  as  one  that  would  likely  occur  in 
my  jTJture.  J  had  been  assured  by  my  sister  that  she  would  donate  a  kidney  to  me. 

I  also  met  other  research  patients  with  different  conditions  and  experimental  protocols. 
As  George  Bums  quipped  about  old  age,  I  "  . . .  had  the  opportunity  to  learn  about  all  kinds  of 
diseases  that  1  didn't  know  existed."  One  patient,  a  Peruvian  teenager,  had  a  rare  genetic  disorder 
that  made  his  skin  so  sensitive  to  hght  that  he  could  not  go  outdoors.  His  face  was  scarred  with 
numerous  cancerous  and  prc-cancerous  lesions.  1  listened  to  his  concerns  and  cheered  him  up 
with  some  fanciful  suggestions  such  as  being  completely  covering  himself  with  opaque  garments. 
I  tried  to  be  helpful  to  other  patients  and  often  reflected  upon  our  comparative  fates.  Oddly,  1 
found  myself  enjoying  my  combination  of  roles  as  a  patient-experimental 
subject-investigator-helper.  This  hiatus  was  a  reprieve  from  the  pressures  of  daily  life.  T  was  able 
to  meditate,  to  practice  self-observation  and  to  experience  an  inner  presence  on  a  regular  basis. 

My  kidneys  did  start  to  improve  from  the  growth  factor  -  with  marked  increases  in  my 
energy  and  stamina  It  seemed  miraculous  to  reverse  the  course  of  the  disease  -  to  feel  less  itchy 
and  more  energetic.  I  became  hopeful  that  progress  would  continue,  I  visualized  healthy  kidneys 
and  used  autosuggestion  to  enhance  the  effects  of  treatment,  I  was  pleased  to  discover  that  I  had 
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become  able  to  walk  miles  without  fatigue  when  I  participated  in  a  Kidney  Foundation  march  to 
encourage  kidney  donations. 

The  therapeutic  effects  of  the  experimental  treatment,  however,  shortly  faded.  My  kidney 
failure  symptoms  increased.  The  doctors  concluded  that  further  treatment  was  useless  and 
decided  to  stop  administering  the  growth  factor.  I  was  disappointed  in  this  development  and 
likened  myself  to  Cinderella  when  the  clock  struck  twelve.  My  condition  reverted  back  to  what  it 
had  been.  The  magic  was  over.  Side  effects  of  the  research  project  included  noticeable  thickening 
of  my  skin.  In  addition,  for  the  first  time,  doctors  detected  a  heart  murmur. 

Upon  my  return  home,  I  decided  to  postpone  dialysis  as  long  as  possible.  This  could  be 
accomplished  by  following  a  strict  low  protein  diet  -  to  keep  the  level  of  blood  urea  nitrogen  low. 
This  approach  was  controversial  but  had  been  mentioned  favorably  in  some  medical  journals  and 
by  one  of  the  doctors  in  the  experimental  program.  My  nephrologist  disapproved.  He  insisted  that 
I  arrange  for  vascular  surgery  to  make  dialysis  possible  immediately  and  begin  dialysis  as  soon 
as  possible.  He  said  that  he  would  not  see  me  any  more  until  this  had  been  done.  My  trust  in  the 
infallibility  of  medical  advice  had  already  been  shattered.  I  called  back  the  next  day  and  told  his 
answering  machine  that  I  was  determined  to  go  without  dialysis  as  long  as  possible.  He  did  not 
call  back.    Later  I  learned  that  he  was  known  to  have  an  authoritarian  style  -  made  worse 
because  he  had  just  recovered  from  surgery  himself  and  was  not  at  his  best.  I  quickly  found 
another  nephrologist,  who  agreed  to  help  me  stay  off  dialysis  as  long  as  possible. 

My  understanding  of  the  world  and  of  myself  was  shifting  profoundly.  Few  areas  of  my 
thinking  or  interacting  were  imaffected.  I  was  already  irrevocably  marked    like  a  butterfly  whose 
wings  had  been  touched.  I  was  growing  less  concerned  about  the  approval  of  others.  I  became 
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more  open  and  direct  in  ray  approach  to  teaching.  My  weighing  of  priorities  had  changed  in  light 
of  my  sense  of  a  limited  ftiture.  I  realized  1  would  have  a  different  approach  in  the  way  1  could 
work  with  and  help  others,  but  I  was  not  sure  exactly  how.  Some  people  urged  me  to  formulate 
and  write  down  my  observations  and  insights.  I  did  not  feel  I  had  the  luxur>'  to  stand  back  and 
thoroughly  analyze  how  I  was  changing.  I  was  vigilant  regarding  the  cheuiging  nature'  of  my 
medical  condition. 

As  the  waiting  list  for  a  cadaveric  kidney  was  very  long,  my  last  hope  to  avoid  dialysis 
was  that  my  sister  would  donate  her  kidney  before  I  needed  to  begin.  I  told  a  number  of  friends 
and  acquaintances  that  I  would  not  need  dialysis  as  1  was  fortunate  that  my  sister  who  would 
donate  a  kidney.  This  was  reasonable  as,  very  early,  she  had  volunteered  to  donate  a  kidney.  Her 
compatibility  was  positive.  But  she  kept  putting  off  the  scheduled  surgery.  She  and  her  husband 
began  to  become  more  fearful  about  the  anticipated  discomfort  and  risks  of  surgery  and 
inconvenience  of  travel  away  from  home  (My  insurance  policy  would  not  cover  hospitals  in  her 
region.).  She  also  indicated  thai  her  mild  hypertension  disqualified  her. 

I  obsessed  about  whether  she  was  unwilling  or  unable  to  donate  a  kidney.  My  doctor  told 
me  not  to  think  about  it  ("Dont  go  there").  I  went  along  with  his  terse  advice  even  though  I 
considered  it  lacking  in  psychological  sophistication,  my  sister  would  not  or  could  not  rescue  me. 
It  was  her  choice  to  make,  for  whatever  reason.  I  felt  abandoned  by  her.  My  sense  of  isolation 
and  separation  from  the  flow  of  life  became  stronger,  A  few  weeks  later,  she  revealed  that  she 
had  an  unsettling  dream  in  which  1  had  died  because  I  did  not  receive  a  compatible  kidney 
transplant  I  was  not  reassuring  when  I  replied,  "It  could  happen."  She  paused  and  went  on  to  the 
next  topic. 
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I  was  surprised  at  what  1  had  said  but  did  not  feel  I  should  apologize.  Other  "places"  I 
knew  not  to  go  too  often  were  the  self-pitying  place  and  the  morbid-imagining-of-dire-futures 
place.  I  realized  that  these  attitudes  were  wrong  from  a  spiritual  point  of  view.  They  also 
deflected  my  limited  energy  from  the  goals  of  maintaining  my  morale,  continuing  my  necessary 
activities,  and  coping  with  daily  life.  It  was  essential  for  me  to  maintain  a  certain  mental  and 
emotional  discipline,  when  others  wanted  rae  to  get  upset  about  something,  I  learned  to  reply, 
"Worry  is  a  luxury  I  cannot  afford."  Daily  periods  of  self-awareness  and  practicing  a  spiritual 
presence  were  vital  for  maintaining  an  inner  sense  of  well-being.  I  tried  to  nurture  positive  and 
life-  enhancing  thoughts  and  to  avoid  most  negativity. 

I  was  able  to  postpone  dialysis  imtil  March,  1 995.  This  was  almost  two  years  since  it  had 
almost  been  forced  on  me.  In  spite  of  the  continuing  "healing  hands"  treatment  and  the  low 
protein  diet,  I  became  increasingly  uremic.  I  remember  that,  during  this  period,  I  often  engaged  in 
meditative  awareness  of  my  body's  movements  as  I  trudged  slowly  and  breathless  to  meet  my 
classes.  I  started  having  frequent  nosebleeds,  one  symptom  of  severe  uremia.  My  skin  developed 
a  yellowish  tinge  and,  as  Jeanine  let  me  Icnow,  I  had  a  pronounced  urine-like  odor.  My  doctor  and 
I  finally  agreed  that  I  had  to  begin  dialysis.  My  diagnosis  was  now  end-stage  renal  disease 
(ESRD),  a  term  that  assuredly  is  not  a  euphemism. 

Starting  dialysis  would  mean  the  end  of  my  life  as  I  knew  it.  A  social  worker  informed 
me  that  a  large  percentage  of  relationships  break-up  and  many  people  are  no  longer  able  to  work 
as  a  result  of  the  burden  of  dialysis  and  its  complications.  Both  Jeanine  and  I  felt  apprehensive 
and  disoriented  when  we  first  heard  the  details  of  dialysis.  It  triggered  fears  of  illness,  loss  and 
death.  Neither  of  us  was  confident  about  the  future.  As  1  approached  the  onset  of  dialysis,  Dante's 
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phrase  for  the  sign  on  the  entrance  to  hell  occurred  to  me;  "Abandon  hope,  all  ye  who  enter."  The 
future  appeared  bleak  as  I  began  to  yield  to  hopelessness.  I  felt  as  if  1  was  drifting,  untcthered,  out 
into  space  -  like  the  astronaut  in  1 12001".  While  ordinary  life  went  on  as  usual  around  me,  my 
mind  was  centered  on  the  meaning  of  my  life  and  on  human  mortality.  1  knew  that  T  would 
shortly  die,  were  it  not  for  the  invention  of  dialysis. 

My  nephrologist  suggested  that  I  start  dialysis  without  missing  a  beat  -  without  mi.ssing 
any  work  or  activities.  He  was  right.  I  was  able  to  proceed  with  dialysis  quickly  and  without 
interruption  of  my  teaching  schedule.  It  looked  as  if  T  could  maintain  my  university 
responsibilities.  I  was  pleased. 

I  entered  a  world  that  I  had  imagined  only  vaguely  but  dreaded  nonetheless.  I  found 
myself  sitting  next  to  a  dialysis  machine  in  a  room  full  of  medical  personnel  and  patients  -  with 
tubes  attached  to  very  large  needles  inserted  into  a  Fistula  in  my  arm.  A  fistula  is  a  vein  which 
receives  arterial  blood  flow  as  a  result  of  surgically  splicing  an  artery  to  it.  My  blood  flowed  out 
of  my  fistula  through  the  tubes  of  the  machine  and  the  artificial  kidney  and  back  into  my  body. 
At  times,  I  felt  faint  or  had  severe  cramps.  There  were  often  problems  with  my  fistula,  including 
infiltration  (the  needle  punctures  the  wall  of  the  fistula  leading  to  blood  flowing  in  a  painful 
bulge  under  the  skin)  or  blood  clots.  The  needles  were  often  veiy  painful.  It  was  difficult  to  sit  in 
a  chair  for  four  hours.  The  procedure  was  simultaneouiiy  awesome,  frightening  and  reassuring.  T 
felt  more  energetic  and  was  less  uremic  after  the  first  sessions.  A  machine  could  keep  me  alive. 

I  was  knowledgeable  about  kidney  disease  but  found  that  most  of  the  patients  had 
received  little  information  about  their  condition  or  treatment.  One  patient  said  that  he  had  been 
feeling  bad,  saw  a  doctor,  was  tested  and  then  told  he  had  to  start  dialysis.  There  was  not  even 
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time  to  insert  a  fistula.  Instead,  he  a  tube  was  placed  into  a  subclavian  vein.  Patients  often  did  not 
know  the  causes  of  cramps  (usually  sodium  depletion),  the  need  to  control  fluid  intake  between 
sessions,  the  necessity  to  limit  phosphorous  intake  to  avoid  bone  loss  and  the  importance  of 
regular  and  adequate  dialysis. 

Most  of  my  fellow  patients  were  Aftft  Americans  from  the  inner  city.  A  few  were 
fimctionally  illiterate.  Some  were  not  employed  and  were  on  some  form  of  disability  or 
Medicaid.  Nationally,  the  poverty  rate  for  dialysis  patients  is  50%,  and  the  programs  do  little  to 
enhance  employability.  We  related  in  a  friendly  way.  They  called  me,  "Doc"  and  often  asked  For 
advice  about  their  condition.  They  seemed  to  feel  reassured  that  I,  an  "elitist."  was  participating 
in  the  same  treatment  as  they  received.  We  were  all  in  the  same  boat. 

Dialysis  nurses  and  technicians  varied  in  experience,  competence  and  in  their  ability  to 
relate  in  a  respectfiil  way  toward  patients.  They  often  were  overworked,  undertrained  and  under 
a  great  deal  of  pressure.  They  were  usually  inadequately  supervised.  Some  were  caring,  sensitive 
and  competent.  Otliers  were  not.  A  sadistic  nurse  refused  to  remove  a  needle  she  had  inserted 
into  a  nerve  plexus  -  in  spite  of  my  protestations  of  pain.  Some  rigidly  adhered  to  dialysis 
prescriptions  in  spite  of  the  fact  that  too  much  fluid  was  being  removed.  T  saw  a  ftail  and  elderly 
fellow-patient  faint  and  lose  consciousness  from  reduced  blood  volume,  one  technician 
remonstrated  patients  for  their  attempts  to  diverge  from  a  doctor's  outdated  orders.  Dialysis 
technicians  often  conversed  with  one  another  while  they  were  inserting  or  removing  needles  or 
adjusting  the  machine.  Some  technicians  refused  to  inform  patients  when  they  adjusted  dialysis 
machines.  As  ray  fistula  developed  slowly  and  some  technicians  were  inexperienced,  there  were 
some  difficult  sessions.  One  time  tluree  additional  needle  sticks  perforated  the  fistula.  This  led  to 
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significant  painful  swelling  under  the  skin.  Like  the  other  patients,  I  often  felt  helpless  and 
frightened  at  the  dialysis  center.  ' 

During  dialysis,  I  developed  a  bizarre  behavioral  disorder,  pica  (which  consists  of  the 
ingesting  of  non-nutritive  substances).  Pica  is  known  to  occur  when  there  are  vitamin  or  mineral 
deficiencies  or  toxicity.  Many  dialysis  patients  develop  a  desire  for  ice.  In  my  case,  I  started 
chewing  on  and  often  swallowing  paper  and  cloth,  for  which  I  had  developed  a  strong  craving.  I 
had  little  shame  regarding  pica.  At  one  period,  I  actually  bought  a  dozen  high  quality  cotton 
handkerchiefs  for  the  purpose  of  chewing  on  them  and  ingesting  them.  I  remember  telling  the 
retail  clerk,  "These  handkerchiefs  look  good  enough  to  eat!" 

A  few  technicians  were  horrified  when  I  started  eating  paper  diiring  dialysis.  One 
nutritionist  checked  out  the  content  of  the  paper  I  was  eating  paper  to  ascertain  that  I  was  not 
damaging  myself.  Some  patients  were  made  uncomfortable  by  the  sight  of  me  eating  paper.  T 
recall  one  patient  repeating  in  a  loud  voice,  "Our  doctor  is  a  quack!  our  doctor  is  a  quack!"  After 
a  few  minutes  he  explained,  "How  come  he  don't  let  me  eat  chicken  (during  dialysis)  but  lets  that 
man  eat  paper?"  A  few  hours  later,  he  asked  me,  "What  color  is  it  when  it  comes  out?"  - 

Research  indicated  that  I  would  increase  my  chances  of  survival  by  having  longer  ^ 
sessions  than  average.  Even  though  my  physician  concurred,  the  technicians  found  that  my 
longer  sessions  slowed  them  down.  They  often  teased  me  for  taking  so  long  and  tried  to  riLsh  me. 
I  stubbornly  stuck  to  my  dialysis  prescription.  I  felt  much  better  with  the  longer  sessions. 

I  spent  about  fifteen  hours  a  week  at  the  dialysis  center.  Interaction  with  other  patients 
became  a  regular  part  of  life.  Dialysis  patients  tend  not  to  socialize  outside  of  treatment.  The 
possibility  of  attachment  and  loss,  one  patient  said,  kept  him  from  wanting  to  get  too  close  to 
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others  in  the  same  boat.  If  not  friends,  they  become  very  familiar  acquaintances.  I  found  that  I 
was  able  to  be  helpful  to  them  by  listening  and  with  information  as  well  as  emotional  support. 

I  was  stunned  when  I  discovered  that  the  middle-aged  person's  average  expected  lifespan 
of  about  30  years  was  reduced  to  seven  years  for  those  on  dialysis.  Mortal  ity  rates  among 
dialysis  patients  are  high  -  about  20%  a  year  in  the  United  States.  This  is  equivalent  to  mortality 
during  combat.  Death  may  come  from  many  factors  -  especially  those  that  are  dialysis-  related, 
hifection  (usually  from  the  dialysis  process),  cardiovascular  complications  and  the  voluntary 
withdrawal  of  patients  from  dialysis  are  the  major  causes  of  death.  Refusal  to  begin  or  continue 
dialysis  is,  curiously,  not  considered  suicide. 

I  learned  something  about  the  economics  of  dialysis.  Medicare  had  covered  the  expenses 
of  dialysis  patients  since  1 972.  At  that  time,  Vance  Hartke  of  Indiana  introduced  a  bill  to  put 
dialysis  patients,  regardless  of  age,  on  Medicare.  Prior  to  the  passage  of  this  bill,  about  half  of 
those  needing  dialysis  died  because  they  could  not  afford  treatment.  Expenses  are  currently  over 
$25,000  per  patient  each  year.  My  bills,  paid  entirely  by  Medicare  and  insurance,  are  about 
$60,000  a  year.  My  bills  are  higher  than  average  because  1  need  very  large 
doses  of  an  expensive  genetically-engineered  medication,  Epogen,  used  to  treat  the  anemia  that 
accompanies  kidney  failure.  These  expenses  are  greater  than  my  income  after  deductions.  1  often 
wondered  how  many  lives  in  third-world  countries  could  be  saved  by  my  $60,000  per  year.  A 
presidential  candidate  I  formerly  would  have  supported  came  out  for  "medical  savings  accounts", 
which  would  have  been  laughable  in  my  case. 

For  the  most  part,  dialysis  centers  have  become  profit-  making  institutions  with  fixed  fees 
established  by  Medicare.  They  are  rewarded  for  cutting  costs  in  order  to  maximize  profits.  They 
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are  not  rewarded  for  improving  the  quality  of  life  of  their  patients  nor  penalized  for  poor 
treatment.  As  dialysis  centers  do  not  reveal  their  mortality  rates,  a  patient  has  no  way  of  finding 
out  if  he  or  she  is  entering  a  good  center  or  a  virtual  death  trap.  I  discovered  these  and  other 
problems  with  the  health  delivery  system  for  dialysis.  I  contacted  a  local  reporter  and 
Congressional  legislative  aides,  drew  their  attention  to  many  of  the  problems  surrounding 
dialysis  care,  and  discussed  possible  solutions  wiLK  them. 

Subsequent  to  the  events  related  to  the  onset  of  ESRD  and  dialysis,  I  developed  a 
considerable  medical  history.  Many  of  the  incidents  included  life-threatening  medical 
emergencies.  These  are  par-for-the-course  for  dialysis  patients.  My  medical  emergencies  were 
anxiety  provoking  and  exhausting  for  Jeanine.  She  sometimes  started  trembling  when  I  was 
having  a  medical  crisis.  I  felt  despair  as  1  did  not  see  how  I  could  reassure  her.  I  knew  that  my 
situation  was  weighing  very  heavily  on  her  and  wondered  if  we  could  stay  together. 

I  began  peritoneal  dialysis,  a  method  that  can  be  carried  out  at  home,  is  more  flexible  and 
offers  more  autonomy  to  the  patient  than  in-center  hemodialysis.  After  six  months,  as  is  often  the 
case,  1  developed  peritonitis  -  caused  by  bacteria  entering  the  abdominal  cavity  -  and  had  to 
resume  hemodialysis.  Jeanine  was  reheved  because  she  did  not  like  the  intrusion  of  the 
equipment  and  the  need  to  do  medical  procedures  at  home.  She  was  increasingly  concerned  about 
my  vulnerability  to  infections. 

A  routine  colonoscopy,  an  intrusive  diagnostic  evaluation  of  the  colon,  led  to  my  having 
an  outpatient  removal  of  a  non-  premalignant  polyps  or  growths.  All  seemed  to  go  well  but,  a  few 
hours  after  discharge  from  the  hospital,  1  discovered  profuse  rectal  bleeding.  What  seemed  to  be 
diarrhea  was  actually  composed  mostly  of  dark-red  blood.  Apparently,  an  intestinal  blood  vessel 
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had  been  perforated  during  the  surgery.  I  was  rapidly  becoming  faint  and  was  lucky  to  be  able  to 
get  to  the  emergency  ward  and  mtensive  care  just  in  time  to  avoid  going  into  shock.  Intravenous 
fluid  was  immediately  administered,  and  1  received  three  units  of  blood. 

Once  in  intensive  care,  1  wanted  to  sit  up  because  I  felt  uncomfortable  lying  down,  llic 
discomfort  stemmed,  without  my  realizing  it,  from  fluid  in  my  lungs  from  congestive  heart 
failure.  This  is  a  common  symptom  of  congestive  heart  failure.  The  hospital  staff  also  did  not 
seem  to  be  aware  of  my  condition.  The  intensive-care  nurses  were  unhappy  with  me  sitting  up  in 
bed.  They  wanted  me  to  lie  down  in  the  bed  and  use  a  "potty".  1  refiised.  1  wanted  to  get  out  of 
bed  and  use  a  portable  toilet  next  to  my  bed.  My  nurse  said  I  could  not  be  allowed  to  stand  up 
because  I  might  faint.  I  said  I  could  stand  up  and  judge  if  I  got  dizzy.  The  nurse  did  not  approve 
In  desperation,  I  engaged  in  "civil  disobedience."  1  stood  up  on  the  bed  and,  feeling  steady, 
danced  a  little  jig.  I  thought,  "This  is  out-of  character."  My  behavior  was  clearly  an  intensive-care 
rule  violation. 

I  said,  "See,  I  can  stand  up  on  the  bed.  I  can  even  dance.  Ix>ok! "  I  felt  much  better 
standing  as  I  could  breathe  more  easily.  My  nurse  repeatedly  ordered  me  to  get  down,  but  I 
refused.  She  looked  distressed  and  backed  out  of  my  alcove.  1  did  not  see  her  again.  A  few 
moments  later  tliree  other  nurses  and  two  attendants  appeared  in  my  section.  Expressionless,  they 
observed  me  standing  on  the  bed.  1  was  afraid  they  would  put  me  in  restraints.  I  repeated,  "You 
see.  I  can  stand  on  the  bed.  Certainly  I  am  able  to  use  the  portable  toilet."  After  a  few  minutes  of 
observing  me,  they  left.  A  different  nurse  returned.  She  allowed  me  to  get  out  of  the  bed  and 
iinally  use  the  portable  toilet.  I  felt  relieved  (excuse  the  expression)  and  vindicated. 

I  was  scheduled  for  diagnostic  catheterization  to  discover  the  cause  of  the  bleeding,  over 
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night,  however,  the  bleeding  had  stopped.  Early  the  next  morning,  I  was  taken  to  an  operating 
room  where  a  team  composed  of  an  anesthesiologist,  some  nurses,  a  doctor,  a  resident  and  others 
were  ready  to  conduct  this  procedure.  1  had  already  been  moved  to  an  operating  table  and 
prepped  for  the  procedure  when  the  radiologist-in-chargc  came  over  and  spoke  to  me.  He 
informed  me  of  the  purpose  of  the  procedure  and  the  risks  involved.  1  thought  for  a  few  minutes. 
I  did  not  understand  what  point  there  was  in  trying  to  locate  the  source  of  bleeding  that  had 
stopped  the  night  before.  I  refttsed  to  provide  consent  for  the  procedure.  I  said  I  would  not  agree 
to  a  procedure  the  purpose  of  which  made  no  sense  to  me.  The  doctor  replied  that  the  team  had 
come  in  especially  early  on  a  Sunday  morning  (7:30  A.M.)  just  to  do  the  procedure.  They  were 
eager  to  begin. 

Lying  on  the  operating  table,  I  used  my  best  negotiating  skills.  1  indicated  in  a  friendly 
manner  how  commendable  their  behavior  was  and  that  I  appreciated  their  dedication.  I 
maintained  that,  nonetheless,  there  was  still  no  point  in  conducting  a  useless  and  risky  procedure. 
The  radiologist  left  •  saying  he  wanted  to  make  a  phone  call.  He  returned  shortly  and  reported 
that  the  Chief  of  Gastroenterology  agreed  with  me.  I  was  relieved  and  thanked  him 
whole-heartedly.  I  felt  triumphant  when  I  found  out  that  I  would  not  have  to  undergo  this     ,  - 
procedure,  1  was  broken  the  mold  of  the  helpless  patient.  1  would  have  submitted  to  an     ^  • 
unnecessary  invasive  procedure  if  I  had  been  less  informed  or  assertive. 

About  fifteen  months  having  started  dialysis,  by  the  late  Spring  of  1996,  symptoms  of 
congestive  heart  feilure  were  becoming  apparent.  During  this  time  I  also  developed  a  stubborn 
case  of  pneumonia.  1  was  fmally  referred  to  a  cardiologist.  My  ability  to  function  was  impaired, 
and  1  often  was  exhausted  and  short-of-breath.  The  cardiologist  diagnosed  me  as  having  a 
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problem  vvith  the  mitral  valve  and  enlargement  of  tlie  left  ventricle,  with  reduced  cardiac  output. 
At  the  end  of  his  examination,  he  said  that  my  condition  was  inoperable  -  with  inevitable 
deterioration  and  likely  death  in  a  few  years!  I  was  stunned  by  this  abruptly  presented 
information.  I  found  it  hard  to  accept  the  notion  that  I  would  die  before  mosi  of  the  dogs  1  knew. 
The  next  few  days,  I  contemplated  the  implications  of  this  medical  appraisal.  My  siiuaLion 
reminded  me  of  the  case  histories  of  voodoo  death  that  I  had  mentioned  in  Abnormal  Psychology 
courses.  I  was  condemned.. 

I  was  given  an  echocardiogram,  a  noninvasive  diagnostic  technique  using  computer 
analysis  of  reflected  sound,  the  next  week.  After  perusing  the  results,  the  cardiologist  revised  his 
opinion  and  said  that  my  heart  condition  was  operable.  He  recommended  mitral  valve  repair.  I 
had  received  a  reprieve.       '  " 

I  did  not  understand  the  cause  of  the  rapidly  developing  mitral  valve  problem.  One  of  my 
doctors  said  that  my  rapid  onset  of  heart  trouble  might  have  been  caused  by  the  insulin-like 
growth  factor  that  1  had  been  given  in  the  research  project.  This  growth  factor  may  have  caused 
growth  and  deformation  of  the  heart.  The  initiative  I  had  taken  with  so  much  enthasiasm  to 
attempt  to  restore  my  kidney  functioning  might  have  caused  severe  and  irreversible  heart 
damage.  I  realized  that  my  initiatives  to  stave  off  kidney  failure 

The  medical  center  had  been  publicizing  a  newly  developed  minimally  invasive  approach 
to  heart  surgery.  I  indicated  my  willingness  to  try  it.  1  would  be  about  the  1 50th  patient  ever  to 
have  this  approach.  Instead  of  splitting  the  chest,  a  small  hole  is  made  in  the  breastbone  and 
special  instruments  were  used  for  the  surgery.  The  time  of  recovery  is  reduced  and  the  chances  of 
infection  minimized  by  this  minimally  invasive  technique.  I  was  not  informed  of  any  particular 
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dangers  of  this  approach.  During  the  minimally  invasive  procedure,  however,  the  heart-lung 
machine  is  attached  through  a  vein  in  the  lower  right  part  of  the  abdomen,  the  external  inguinal 
vein.  I  was  informed  only  weeks  after  the  operation  that  this  part  of  the  procedure  presents 
present  risks  that  do  not  occur  in  conventional  surgeiy. 

"The  operation  was  a  success  but  the  patient  almost  died."  Perhaps  the  problem  was  that 
the  surgery  occurred  in  early  July,  a  month  when  new  and  inexperienced-surgical  residents  arrive. 
The  mitral  valve  repair  went  well.  Right  after  surgery,  a  large  vein  -  the  external  iliac  vein  -  that 
had  been  used  to  connect  the  heart-lung  machine,  ruptured.  Intensive  care  nurses  noticed  that  my 
abdomen  was  swelling  from  profuse  internal  bleeding.  My  vital  signs  were  deteriorating.  I  was  >. 
taken  back  into  an  operating  room,  and  "opened  up"  again  to  sop  up  the  blood  and  repair  the 
damage.  During  the  process,  I  received  -  transfusions  equaling  more  than  my  entire  blood  supply. 
The  records  indicated  that  my  heart  stopped  during  this  period.  No  surgeon  or  doctor  met  with 
me  or  Jeanine  post-surgery  to  explain  what  had  gone  wrong.  I  discovered  the  truth  only  by 
perusing  my  file.  A  few  years  later,  a  colleague  informed  me  that  the  ambitious  and 
world-famous  surgeon  who  presided  over  the  operation  that  nearly  killed  me  was  dubbed  "Satan" 
by  the  hospital  staff  i  - ,      ; :  ^^/^  - .  ?>  ^  .  ■ .  -y,-  ;  >-: 

The  recovery  was  long,  painflil,  and  dangerous.  Initially,  I  was  later  told,  my  vital  signs 
were,  "all  over  the  place,"  A  nurse  told  Jeanine,  brusquely  ,  "He  is  a  very  sick  man."  There 
was  no  elaboration  or  reassurance.  T  had  already  lost  well  over  fifty  pounds  and  was  looking  frail 
and  skeletal.  The  hemorrhage  had  resulted  in  many  blood  clots  in  my  right  leg,  which  was 
swoDen  to  almost  twice  its  diameter  from  the  accumulated  blood.  It  was  very  heavy.  I  had  to  cut 
the  riglit  leg  of  my  underpants  for  them  to  fit.  Totally  blocked  circulation,  gangrene  and  a  leg 
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amputation  were  possibilities.  A  dedicated,  caring  and  worried  peripheral  vascular  specialist 
visited  me  every  hour  or  two  for  a  few  days.  The  doctors  were  clearly  concerned  about  the 
possibility  of  a  blood  clot  moving  to  the  lungs  and  had  my  legs  tied  down.  My  swollen  leg  was 
very  painful. 

Jeanine  spent  twelve  to  fourteen  hours  a  day  trying  to  comfort  and  protect  me.  I  was  not 
allowed  to  drink  as  I  still  needed  dialysis.  She  gave  me  small  chunks  of  ice  to  wet  my  mouth.  She 
was  profoundly  physically  drained  and  emotionally  shattered  by  my  condition,  but  she  fought 
courageously  for  my  survival  in  the  hospital.  She  felt  isolated  and  beleaguered.  Her  legitimate 
concerns  about  my  treatment  were  often  dismissed  by  the  staff.  For  example,  she  witnessed  a 
doctor  say  that  I  had  to  continue  on  a  blood  thinner  administered  intravenously  for  ten  days.  An 
hour  later  a  nurse  came  in  and  removed  the  l.V.  She  ignored  Jeanine's  pleas  even  though  Jeanine 
informed  her  about  the  doctor's  orders.  Another  time,  a  painfiil  catheter  remained  in  my  nose  for 
a  whole  day  past  when  it  was  needed  in  spite  of  her  repeated  requests  for  its  removal. 

Many  of  the  nurses  were  cold  and  cliquish.  One  day,  I  had  the  delusion  that  they 
comprised  a  coven  of  witches.  1  did  not  notice  any  discoufirming  evidence.  I  was  not  allowed  to 
get  up  or  even  move  my  leg  for  fear  of  loosening  a  blood  clot.  Some  doctors  considered  an 
operation  to  install  filter  in  my  vena  cava  to  prevent  clots  from  reaching  my  lungs.  In  spite  of 
morphine,  I  continued  in  agony.  One  night,  at  2:00  A.M.,  I  phoned  some  friends  and  asked  them 
to  help  me  escape  from  the  hospital.  As  I  had  anticipated,  they  politely  refused  and  left  me  in 
restraints  in  the  frightening  hospital.  1  cried  in  desperation. 

-     I  was  delirious  and  delusional  from  the  effects  of  the  anesthesia  and  medication  -  which 
stayed  in  my  system  longer  than  usual  because  of  kidney  failure.  At  one  point,  I  thought  I  was  an 
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American  in  Russia  and  queried  the  patient  sharing  my  room  about  his  attitude  toward  Yeltsin. 
Jeanine  felt  even  more  drained  by  my  disorientation.  It  did  not  trouble  me.  T  thought  that  if  the 
staff  put  the  name  and  address  of  the  hospital  in  each  room,  patients  would  know  where  they 
were.  I  suggested  the  day  and  date  should  also  be  posted. 

I  was  very  sick  for  over  a  year.  I  was  able  to  manage  to  continue  teaching.  I  was  short  of 
breath,  easily  exhausted  and  often  bloated.  My  leg  remained  swollen  for  half  a  year.  I  used  the 
electric  cart  or  moved  in  the  "slow  lane"  at  supermarkets.  1  greeted  many  elderly  people  I  would 
otherwise  not  noticed  as  I  quickly  walked  by  them.  I  taught  my  classes  sitting  dovm.  one  student's 
evaluation  accurately  critiqued  that  I  just  sat  at  my  desk  and  did  not  use  the  blackboard.        ■  ' 
During  this  period,  I  thought  of  a  dog,  Taffy,  we  had  when  I  was  a  teenager.  Recovering  from  an 
automobile  accident,  she  went  through  her  paces  slowly  and  stoically.  I  hoped  for  the  strength  to 
be  as  simple  as  she  was  in  my  co-existence  with  pain  and  physical  limitations. 

My  colleagues  reacted  in  a  variety  of  ways.  Some  avoided  me  and  seemed  threatened  by 
my  physical  condition.  Others  were  friendly  or  at  least  appropriate.  Some  asked  probing 
questions  without  ascertaining  that  I  was  in  the  mood  to  talk  about  my  physical  condition.  Two 
colleagues,  both  prominent  full  professors,  continued  to  smoke  in  their  offices  in  proximity  to 
me,  in  spite  of  my  requests.  This  was  especially  galling  because  1  was  just  back  firom  the  hospital. 
1  had  even  informed  them  that  I  was  suffering  from  congestive  heart  failure,  anemia,  pneumonia 
and  end-stage  renal  disease.  I  was  obviously  short-of  breath  and  easily  fatigued.  They  indicated 
that  they  were  "trying  to  stop."  1  was  angry  at  their  callous  indifference  and  insensitivity.  I 
reported  both  of  them  to  the  university's  Affirmative  Action  officer,  in  charge  of  rights  of  the 
disabled,  who  ordered  them  to  stop  smoking  in  the  building. 
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Jeanine  and  I  discussed  the  possibility  of  my  death,  we  prepared  for  it  psychologically  and 
in  terms  of  specific  plans  and  necessary  preparations  -  such  as  writing  a  will  and  getting  my 
papers  in  order.  Given  the  difficulties  of  my  recent  surgery,  death  did  not  seem  far  away.  I  found 
I  was  not  afraid  of  death  but  regretted  that  I  would  be  separated  from  Jeanine.  I  also  feared  pain 
and  loss  of  control,  which  I  had  aheady  experienced  in  the  hospital.  Many  days  I  feU  too  weak  to 
meditate  or  engage  in  self-observation.  I  prayed  for  the  strength  to  carry  on  and  slept  a  lot. 

My  transplant  was  put  on  hold  because  I  was  showing  symptoms  of  ascites  (fluid  in  the 
abdomen).  The  first  treatment  consisted  of  a  needle  inserted  into  my  abdomen.  Over  eight  liters 
of  fluid  the  color  of  beer  was  removed  within  an  hour.  It  w^  collected  in  one-liter  vacuum 
bottles.  The  procedure  was  painless.  I  was  delighted  with  the  results.  I  lost  about  eighteen  poimds 
of  abdominal  bloat  and  could  tighten  my  belt  four  notches. 

The  downside  was  that  the  gastroenterologist  who  conducted  the  procedure  became 
convinced,  in  spite  of  negative  blood  tests,  that  I  had  liver  failure.  My  experienced  nephrologist 
disagreed  and  said  that  ascites  often  occurs  in  dialysis.  A  clash  of  egos  resulted  in  the  decision  to 
perform  a  biopsy  on  my  liver.  As  a  result  of  the  fluid  around  my  liver,  the  biopsy  had  to  be  done 
with  a  wire  in  a  catheter  passed  down  a  trans-nasal  route  -  i.e.  "through  the  no.se".  This  was  veiy 
painfiil,  and,  even  though  sedated,  I  shouted  at  one  point  to  stop.  At  home,  a  few  hours  after 
discharge,  I  started  experiencing  the  most  excruciating  pains  of  my  entire  life,  I  felt  as  if  I  was 
being  struck  every  few  minutes  across  the  abdomen  with  a  two  by  four.  Screaming  at  the  top  of 
my  lungs,  I  called  9 1 1  Emergency  Services.  Between  screams,  I  said  that,  even  though  my  call 
sounded  like  a  homicide  in  progress,  1  was  just  suffering  from  a  post-biopsy  reaction  and  needed 
to  get  to  an  emergency  room  quickly.  Later,  my  doctor  informed  me  that  the  pain  had  probably 
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been  caused  by  a  liver  bleed  through  the  gall  bladder.  Happily,  the  biopsy  resahs  proved  to  be 
negative!  The  gloom-and-doom  gastroenterologist  stubbornly  continued  to  insist  that  I  must  have 
Hver  failure  and  that  I  therefore  did  not  qualify  for  a  transplant.  His  erroneous  opinion  was  finally 
ignored  by  the  pre-transplant  team,  my  ascites  did  not  return. 

In  February  1997,  two  years  after  the  onset  of  dialysis,  I  received  a  cadaveric  kidney 
donation.  I  was  tearfully  grateful  and  thought  of  the  donation  as  a  Christ-like  sacrifice.  But  the 
kidney  did  not  take  well.  There  were  signs  of  significant  rejection.  I  was  delirious  again  from  the 
effects  of  surgery  and  delusional  for  a  time  as  well.  I  was  disoriented  as  to  time  and  place, 
members  of  the  faculty  union's  executive  team  visited  me  during  this  hospitalization  and  decided 
to  replace  me  as  grievance  officer.  For  a  couple  of  weeks,  1  was  not  considered  competent  to 
approve  medical  decisions.  I  was  diagnosed  v/ith  atrial  fibrillation,  and  was  treated  with  a 
process  called  "cardioversion",  which  consists  of  strong  electric  shocks  to  the  chest  to  correct  the 
heart's  rhythm.  "If  you  have  to  choose  between  light  or  heavy  sedation,  please  choose  heavy,"  I 
requested. 

After  three  weeks,  I  was  discharged  prematurely  with  septicemia,  blood  poisoning,  from 
bacterial  infection.  My  body  could  not  counter  this  infection  because  of  the  immunosuppressants 
needed  to  maintain  the  transplant  Jeanine  was  out-of-town  when  I  was  discharged.  Two  days 
later,  I  was  found  -  incompletely  robed  and  wandering  in  a  weak  and  disoriented  state  -  by  my 
condominium  neighbors.  I  returned  to  the  hospital  for  an  additional  three  weeks.  I  finally  needed 
extensive  treatment  with  an  expensive  last-ditch  intravenous  antibiotic,  Vancomycin.  It  caused  a 
painlul  burning  sensation  in  my  veins  when  administered. 

Some  close  friends  and  special  colleagues  came  to  my  aid  with  many  visits  and  with  real 
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assistance.  Hospital  and  insurance  company  policies  would  have  resulted  in  another  premature 
discharge.  A  colleague's  wife  made  an  impassioned  appeal  to  a  medical  director.  He  questioned 
her  standing  in  her  advocacy  of  my  cause.  She  invoked  her  experience  as  a  holocaust  survivor  to 
explain  her  attitude  toward  bystander  responsibility.  Jeanine  accused  the  hospital  of  "butchering 
Bob,,  and  argued  for  my  transfer  to  a  rehabilitation  unit.  The  nephrology  head  conunentcd,  "She 
doesn't  mince  words."  He  was  convinced  to  make  the  necessary  efforts  to  enable  me  to  remain  in 
a  treatment  environment,      -  ,  : 

I  had  to  spend  ahnost  two  weeks  in  a  rehabilitation  program.  1  did  not  need  rehabilitation 
but  was  very  weak  from  septicemia.  The  physical  therapists  there  did  not  acknowledge  this  fact 
but  made  me  go  through  extensive  tests  and  exercises  in  spite  of  my  protests.  I  remember  saying, 
"You  want  me  to  stand  on  one  foot  when  I  don't  even  have  the  strength  to  stand  at  all."  ITie 
explanation  was  that  they  had  to  meet  insurance  treatment  guidelines  in  order  for  me  to  remain 
there.  One  Monday,  T  felt  stronger  and  passed  all  the  tests  I  had  flunked  the  previous  Friday.  I  felt 
vindicated  and  told  a  therapist,  before  discharge,  that  I  had  been  right  all  along.  I  didn't  need 
physical  therapy  -  only  rest  and  antibiotics. 

The  transplanted  kidney,  damaged  from  partial  rejection,  fimctioned  marginally.  During 
this  time,  I  had  symptoms  of  kidney  failure  all  over  again.  I  was  bloated,  itchy,  smelly  and 
yellowish,  but  freed  from  the  need  to  spend  many  hours  each  week  in  dialysis.  1  was  nauseous  for 
over  an  hour  every  day  from  the  many  pills  I  had  to  take  to  maintain  the  transplant.  I  traveled 
from  Shaker  Heights  with  Jeanine  to  a  psychology  convention  in  Chicago  and  took  a  brief 
Thanksgiving  trip  to  New  York.  After  about  a  year,  the  transplanted  kidney  was  functioning  so 
poorly  that  I  had  to  return  to  dialysis  again.  I  felt  that  now  faniihar  sinking  feeling  of  despair.  I 
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told  people  that  I  felt  "devastated".  A  few  weeks  later,  in  March,  1998,  more  surgery  was 
necessary  to  remove  the  transplanted  kidney,  which  had  started  swelling  and  was  on  the  verge  of 
rupturing.  This  time,  I  requested  to  see  the  anesthesiologist  in  advance  and  questioned  the  type  of 
anesthesia  I  had  been  given.  I  convinced  him  to  something  different.  My  mind  was,  for  the  tlrst 
time,  clear  and  rational  after  surgery. 

Dialysis  treatments  have  continued  for  the  past  year  and  a  half  Dialysis  is  proceeding 
smoothly  at  present.  I  am  allowed  to  set  the  controls  for  the  machine  on  my  own.  My  heart  has 
improved.  My  right  ventricle  is  no  longer  enlarged,  no  more  signs  of  congestive  heart  failure  are 
present,  and  my  cardiac  edacity  is  normal.  The  severe  anemia  associated  with  kidney  failure  has 
been  corrected,  and  I  have  been  free  of  pneumonia  and  other  infections.  My  activity-level  is 
increasing,  although  at  times  I  feel  more  fatigue  than  formerly.  I  have  retumed  to  active  leaching, 
scholarship  and  psychotherapeutic  practice.  I  have  the  energy  to  meditate  and  often  experience 
feelings  of  inner  joy  and  tranquility. 

Jeanine  said  she  felt  closer  to  me  because  I  was  "so  courageous  and  uncomplaining"  in 
dealing  with  my  illness.  She  said  that  I  had  not  shown  a  nasty  side  -  even  when  1  was  in  great 
pain  and  delirious,    we  got  married  in  August,  1 998.  We  picked  a  day  when  I  did  not  need 
dialysis.  Our  increased  commitment  to  each  other  is  a  silver  lining.  I  deeply  admire  Jeanine's 
loyalty  and  courage  in  staying  with  me  while  having  to  deal  with  my  chronic,  changing,  often 
life-threatening  and  painful  medical  condition.  Watching  a  loved  one  who  is  ill  is  often  more 
difficult  than  being  ill  yourself  Her  life  as  much  as  mine  has  been  changed  ftindamentally.  My 
ordeal  has  significantly  diminished  her  sense  of  well-being  and  almost  totally  destroyed  any 
feeling  of  security  that  1  could  provide.  The  incessant  emergencies  we  encountered  during  the  last 
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eight  years  have  robbed  her  of  a  sense  of  tranquility.  I  live  with  the  knowledge  that  my  illness  has 
lessened  the  quality  of  her  life. 

My  sister  reduced  her  blood  pressure  through  diet  and  exercise  and  discovered  a 
minimally  invasive  surgical  approach  for  kidney  donors.  She  finally  volunteered  to  donate  a 
kidney,  but  it  was  too  late.  I  had  developed  additional  antibodies  during  the  failed  transplant. 
TTiese  reacted  against  her  tissues  in  laboratory  tests.  It  was  no  longer  possible  for  me  to  receive 
her  kidney.  Again,  I  felt  adrift.  I  felt  checkmated  by  the  disease  situation;  the  living-donor 
solution  was  not  possible. 

In  looking  back  over  this  medical  "surprise  package"  that  I  opened  at  around  the  age  of 
fifty,  I  realize  that  one  consequence  has  been  a  period  of  precipitous  personality  change  -  one  that 
hjis  affected  everything  I  do.  I  now  tend  to  be  more  egalitarian  and  am  less  trusting  of  authority. 
By  the  same  token  I  am  less  likely  to  be  authoritarian  in  my  dealings  with  students  and  clients.  I 
have  lost  most  of  the  desire  to  control  the  behavior  of  others.  Much  of  my  previous  sense  of 
superiority  over  others  due  to  a  good  education  and  intellect  has  vanished.  1  often  dwell  on  the 
fact  that  I  would  gladly  trade  places  with  most  people  in  good  health,  regardless  of  their  talents  or 
abilities.  I  have  become  more  aware  of  the  fragility  of  our  life  here  on  earth  than  many  of  my 
professional  and  social  peers.  I  have  felt  a  strong  bond  with  many  of  the  other  dialysis  patients 
and  continue  to  spend  more  time  with  them  than  with  any  professional  colleagues.  Perhaps  these 
changes  reflect  some  lessons  I  needed  to  learn. 

Presently  ,  I  feel  I  have  changed  and  been  changed  by  the  experiences  of  the  past  eight 
years.  It  is  yet  too  early  to  know  how  these  experiences  will  be  integrated  into  my  life  and  my 
activities.  I  have  again  begun  working  with  a  few  psychotherapeutic  cases  since  I  have  been 
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feeling  better,  I  have  found  my  approach  to  be  more  accepting  and  direct.  I  have  crossed  some 
bridges  others  my  age  have  not,  and  1  feel  ready  to  help  others  fixjm  a  position  of  perhaps 
premature  maturity  and  a  deeper  perspective  than  before  my  discovery  of  kidney  failure.  Dealing 
wth  life-threatening  crises  has  helped  my  therapeutic  approach  mature  in  ways  my  previous 
supervision  and  clinical  exfjerience  could  not  — 

I  learned  that  it  was  helpful  not  to  make  a  drama  out  of  the  ups  and  downs  of  my  medical 
condition,  but  to  take  them  in  a  matter-of-fact  way.  The  ideal  of  accepting  life  events  and        '  ' 
learning  whatever  one  can  from  them  has  proven  vital.  Meditative  practices  and  prayer  were 
proved  helpfiil.  This  was  true  even  when  I  was  weakened  from  congestive  heart  failure, 
pneumonia,  anemia  and  renal  failure.  Spiritual  openness  sometimes  led  me  to  a  sense  of  a 
benevolent  higher  Presence.  An  attitude  of  lack  of  identification  with  external  and  extrinsic 
aspects  of  myself  -  what  Jung  called  the  persona  -  was  of  benefit.  The  spiritual  teaching  that  I 
was  a  soul  and  had  a  body  was  vital  to  me.  The  ideal  of  accepting  and  learning  from  all  life's 
experiences  was  important  also.  A  useful  concept  fliat  I  discovered  recently  was  of  psychologist 
Blair  Justice's  (A  Different  Kind  of  Health:  Finding  Well-being  Despite  Illness)  idea  of  being 
healthy  in  a  sick  body.  I  found  that  even  when  my  body  was  frail  and  weak,  I  could  still  be  happy 
and  optimistic. 

Larry  LeShan's  idea  of  illness  as  a  stimulus  for  transformation  (Cancer  as  a  Turning 
Point),  that  he  developed  for  cancer  patients,  applied  to  me  as  well.  I  have  learned  that  I  am 
stronger  than  I  had  thought,  that  I  could  survive  devastating  experiences  and  continue  on  with  a 
positive  attitude.  I  discovered  that  I  did  not  fear  deatli.  This  lack  of  fear  was  a  gift  1  did  not  work 
for.  I  found  I  was  tougher  than  I  would  have  guessed  I  might  be.  At  the  same  time,  I  learned  to 
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ask  for  and  accqpt  help  from  others.  My  belief  in  the  importance  of  transcending  the  physical 
realm  has  helped.  I  feel  1  have  tested  some  spiritual  principles  and  found  them  valuable.  Prayer 
and  other  spiritual  practices  and  forms  of  meditative  awareness  did  not  cure  my  kidney  failure. 
They  did  serve  to  help  me  maintain  an  inner  sense  of  well-being  and  a  sense  of  the  universality  of 
Divine  iove,  regardless  of  any  difficulties  I  had  to  endure. 

I  believe  that  my  experiences  have  enabled  me  to  glimpse  some  truths  about  the  mortality 
of  the  body  and  the  value  of  life,  a  sort  of  "Daskalos"  redux.  I  became  disillusioned  with 
institutions  and  with  relationships  and  learned  to  sort  out  what  was  valuable  from  what  was  false 
in  both  areas.  Hospitals  emerged  as  technologically  advanced  but  also  as  flawed  and  cruel 
institutions.  Health  professionals  varied  in  their  expertise  and  compassion.  Some  seemed  robotic 
and  soulless.  The  concern  and  help  of  others  helped  me  during  difficult  scries  of  trials.  Jeaninc 
came  through  with  flying  colors.  My  sister  did  not,  at  least  not  when  her  gift  of  a  kidney  would 
have  been  most  helpful.  Some  friends  were  reliable,  others  not.  The  upside  of  disillusionment  is 
that  I  have  found  that  it  is  not  necessary  to  live  with  every  illusions  and  that  dis-illusionment  can 
be  liberating. 
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Renal  Leadership  Council 


Providers  of  Quality  Dialysis 
for  the  Nation  s  ESRD  Community 


July  10,  2000 


The  Honorable  Charles  E.  Grassley 
Chairman 

Special  Committee  on  Aging 
United  States  Senate 
G31  Dirksen  Senate  Office  Building 
Washington,  DC  20510 

Dear  Chairman  Grassley: 

Thank  you  for  the  opportunity  to  provide  the  Committee  with  the  response  of  the 
Renal  Leadership  Council  (RLC)  to  the  June  26,  2000  hearing  held  by  the  Committee 
on  quality  of  care  of  renal  dialysis  patients.  We  request  that  these  comments  be  made 
part  of  the  record  of  the  hearing. 

The  RLC  is  an  association  representing  five  of  the  major  renal  dialysis  providers. 
The  RLC's  members  provide  renal  replacement  therapy  to  more  than  100,000 
individuals  with  End  Stage  Renal  Disease  (ESRD).  The  RLC's  members  provide 
dialysis  care  to  ESRD  patients  in  over  1,000  dialysis  facilities  in  42  states  and  the 
District  of  Columbia.  ESRD  patients  receive  dialysis  treatments  in  RLC  member  free- 
standing and  hospital-based  dialysis  facilities  that  are  located  in  urban  and  rural  areas. 


Sincerely, 


Raymond  M.  Hakim,  M.D.,  Ph.D. 

on  behalf  of  the  Renal  Leadership  Council 


RMH/cgc 


444  North  Capitol  Street,  Suite  532,  Washington,  DC  20001  •  Phone:  (202)  544-6264  •  Fax:  (202)  544-3610 
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SENATE  SPECIAL  COMMITTEE  ON  AGING 

HEARING  ENTITLED 

"KIDNEY  DIALYSIS  PATIENTS: 
A  POPULATION  AT  RISK?" 

SUBMITTED  FOR  THE  RECORD 
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Thank  you  for  the  opportunity  to  provide  the  Committee  with  the  response  of  the 
Renal  Leadership  Council  (RLC)  to  the  June  26,  2000  hearing  held  by  the  Committee 
on  quality  of  care  of  renal  dialysis  patients.  We  request  that  these  comments  be  made 
part  of  the  record  of  the  hearing. 

The  RLC  is  an  association  representing  five  of  the  major  renal  dialysis  providers. 
The  RLC's  members  provide  renal  replacement  therapy  to  more  than  100,000 
individuals  \N\th  End  Stage  Renal  Disease  (ESRD).  The  RLC's  members  provide 
dialysis  care  to  ESRD  patients  in  over  1,000  dialysis  facilities  in  42  states  and  the 
District  of  Columbia.  ESRD  patients  receive  dialysis  treatments  in  RLC  member  free- 
standing and  hospital-based  dialysis  facilities  that  are  located  in  urban  and  rural  areas. 

We  \N\sh  to  make  the  following  points: 

1.  There  have  been  continuous  improvements  in  the  quality  of  care  of  dialysis 
patients,  as  documented  by  the  Health  Care  Financing  Administration  (HCFA) 
and  the  ESRD  Network  reports. 

■  For  example,  the  number  of  patients  meeting  the  recently  recommended 
dose  of  hemodialysis  increased  from  43%  in  1993  to  80%  in  1998.  We 
believe  this  percentage  to  be  even  higher  in  2000. 

■  Another  example  is  the  achievement  of  recommended  anemia  targets 
(Hematocrit  >  30%),  which  increased  from  46%  in  1993  to  83%  in  1998. 

■  A  third  example  is  the  continued  improvement  in  the  measurement  of  the 
adequacy  of  dialysis  for  peritoneal  dialysis  patients. 

All  of  these  improvements  and  many  more  were  well-documented  in  HCFA's  January 
31,  2000  report  issued  by  Dr.  Jeffrey  Kang,  director  of  the  Office  of  Clinical  Standards 
and  Quality. 

In  particular,  we  wish  to  emphasize  that  these  improvements  occurred  because  of  the 
interest  of  providers  in  working  with  HCFA  to  improve  outcomes  through  an  educational 
and  continuous  quality  improvement  process,  using  Renal  Physicians  Association 
(RPA)  and  Dialysis  Outcome  Quality  Initiative  (DOQI)  guidelines.  It  is  also  important  to 
note  that  these  improvements  did  not  happen  because  of  more  HCFA  regulations,  more 
Medicare  inspections,  or  more  punitive  (intermediate  or  otherwise)  measures. 
Fundamentally,  more  regulations  will  result  in  facilities  just  meeting  minimal  standards 
instead  of  focusing  on  continuously  improving  the  outcome  of  dialysis  care. 

2.  The  General  Accounting  Office  (GAO)  report  released  at  the  hearing  lists  the 
top  five  deficiencies  of  conditions  of  participation  and  their  potential  adverse 
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effects.  While  the  RLC  is  committed  to  meeting  all  conditions  of  coverage  in 
their  facilities,  it  is  also  important  to  note  that  these  deficiencies  are  primarily 
deficiencies  in  paperwork  documentation  and  the  "potential  adverse  effects" 
are,  to  most  objective  reviewers,  a  leap  of  logic  and  reasoning.  Except  for  rare 
anecdotes,  the  GAO  does  not,  and  we  believe,  cannot  point  to  any  actual 
adverse  effects. 

3.  The  GAO  report  suggests  additional  punitive  inspections  and  intermediate 
"monetary"  penalties.  This  is  similar  to  what  regulators  and  the  GAO  have 
encouraged  with  nursing  homes,  resulting  in  a  near  extinction  and  bankruptcy 
of  the  industry.  We  submit  that  additional  resources  be  directed  not  to  more 
regulations  or  punitive  damages,  but  to  a  collaborative  program  between 
industry,  HCFA,  the  Networks  and  the  State  inspection  system  to  develop 
processes  for  continuous  quality  improvement  and  to  improve  the  inadequate 
knowledge  base  and  training  of  state  inspectors  in  such  processes.  If  we 
continue  insisting  that  facilities  meet  only  "minimal  standards",  patients  and 
patient  outcomes  will  suffer.  We  should  work  together  to  continuously  ask 
ourselves  "Can  we  do  better?"  through  accurate  data  and  education. 

4.  Several  of  our  physician-medical  directors  commented  on  the  lack  of 
relevance  and  anecdotal  nature  of  the  patients'  testimony.  These  testimonies 
reflected  much  more  issues  on  patient  compliance  or  current  HCFA 
regulations  that  do  not  reimburse  for  dialysis  more  than  3  times  a  week 
regardless  of  patient's  needs. 

The  major  improvement  in  the  delivery  of  care  for  dialysis  patients  has  occurred  in  the 
face  of  static  reimbursement,  with  almost  no  inflationary  adjustments  since  1973.  This 
has  resulted,  according  to  the  Medicare  Payment  Advisory  Committee  (MedPAC)  and 
the  Institute  of  Medicine,  in  an  effective  reduction  of  constant  dollar  reimbursement  from 
$138  in  1973  to  $36  in  1998,  and  payments  that  are  less  than  the  cost  of  care  in  aN,  but 
the  largest  dialysis  facilities,  since  1998.  Further  increases  in  personnel,  supply  and 
overhead  costs  have  aggravated  this  variance  between  Medicare  reimbursement  and 
costs.  We  respectfully  submit  that  GAO  should  comment  on  the  MedPAC  report  and 
report  to  your  committee  on  this  persistent  inequality. 

In  summary,  the  RLC  respectfully  submits  that  the  keys  to  improving  outcomes  in  this 
"population  at  undue  risk"  lies  not  in  more  regulations  or  more  punitive  damages,  but 
instead  in  a  collaborative  process  of  continuous  quality  improvement  and  a  better 
process  of  interaction  between  HCFA,  industry,  and  the  state  inspection  process. 
Finally,  we  wish  to  emphasize  that,  unless  reimbursements  equal  at  least  the  true  cost 
of  care  and  includes  an  annual  inflationary  adjustment  on  an  ongoing  basis,  the  ability 
of  the  members  of  the  RLC  to  attract,  educate  and  train  qualified  dialysis  staff  and  our 
ability  to  retain  such  staff  by  paying  them  appropriate  wages  will  suffer,  and  their  ability 
to  continue  to  pursue  further  improvement  in  patient  care  will  deteriorate. 
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Renal  Network  of  the  Upper  Midwest,  Inc. 

End  Stage  Renal  Disease  (ESRD)  Network  11 

Seiving  Michigan.  Minnesota,  North  Dakota,  South  Dakota,  and  Wisconsin 


July  11,  2000 

Senator  Charles  Grassley,  Chairman 
Senate  Special  Committee  on  Aging 
G31  Dirksen  Senator  Office  Building 
Washington,  DC  20510 

RE:    6/26/00  Public  Hearing  on  "Kidney  Dialysis  Patients:  A  Population  at  Undue 
Risk?" 

Dear  Senator  Grassley:  '  .  'V 

ESRD  Network  11's  Executive  and  Medical  Review  Committees  met  on  June  29,  2000 
for  our  regularly  scheduled  quarterly  meetings.  The  6/26/00  public  hearing  was  one  of 
the  agenda  items  discussed,  and  we  would  like  to  submit  some  additional  comments  for 
consideration. 

1.  The  goal  to  improve  the  quality  of  care  provided  to  individuals  with  end  stage 
renal  disease  (ESRD)  is  shared  by  the  Health  Care  Financing  Administration, 
Congress,  and  Network  11,  and  ESRD  Networks  are  continuously  working 
toward  tnis  goal. 

2.  In  particular,  the  last  two  meetings  of  the  Medical  Review  Committee  and 
Executive  Committee  (Network  11's  Board  of  Directors)  have  centered  around 
reviewing  profiles  for  nearly  all  Network  1 1  dialysis  facilities.  These  confidential 
profiles  and  quality  improvement  projects  have  focused  on  vascular  access, 
dialysis  adequacy,  anemia  management,  nutrition,  and  prevention  and  treatment 
of  bone  disease.  Peer  review  processes  are  in  place  to  monitor  and  improve 
care.  Network  1 1  uses  such  profiles  to  educate  providers  and  support 
improvements.  Yet  if  satisfactory  improvements  are  not  made,  Network  1 1's 
review  processes  follow  up  and  specifically  focus  to  ensure  improvement  and 
facility  accountability. 

3.  Network  1 1  publishes  Common  Concerns,  a  quarterly  patient  education 
newsletter,  which  is  distributed  directly  to  patients'  homes.  Network  11 
resources  and  the  grievance  process  are  made  known  to  patients  through  this 
nevysletter  and  grievance  posters  posted  in  all  ESRD  facilities  in  Network  11. 
Network  1 1  processes  about  300  patient  concerns  annually. 

We  have  copies  of  letters  submitted  to  you  from  the  Forum  of  ESRD  Networks,  and  we 
support  the  positions  stated  in  those  letters.  We  wanted  to  offer,  as  a  member  of  the 
Forum,  another  voice  and  resource.  If  we  can  provide  additional  information,  please 
feel  tree  to  contact  us. 


Renal  Network  11  970  Raymond  Ave.  Suite  205  St.  Paul,  MN  55114-1146 

Voice:  (651)644-9877  Fax:(651)644-9853  E-mail:  info@nw11.esrd.net 


65-918  2(X)0-  16 
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Page  2 

ESRO  Network  1 1  to  Ssnator  Grassley 
7/11/00 


Thank  you  for  your  consideration  of  these  comments. 
Sincerely. 


Consumer  Members  on  behalf  of 

Network  1Ta  Executive  and  l\Mdlcai  Review  Committees 

Mary  Lynn  Deraaa 

Chairperson,  Consumer  Committee,  Network  1 1 


*>^^   ^^^^-^.^ 


Diane  Carlson 

Executive  Director,  Network  1 1 


Robert  Pi^^nzano,  MD 
President.  Network  1 1 
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TESTIMONY  OF 
RMS  DISEASE  MANAGEMENT  INC. 
AND 

RMS  LIFELINE  INC. 
BEFORE 

THE  SPECIAL  COMMITTEE  ON  AGING 
UNTTED  STATES  SENATE 
JUNE  26, 2000 


Contact: 

Frederick  H.  Graefe,  Esq. 
Kathleen  M.  Kerrigan,  Esq. 
Baker  &  Hostetler,  LLP 
1050  Connecticut  Avenue  NW 
Suite  1100 

Washington,  DC  20036 
Telephone:  (202)  861-1725 


BAKER 

aNONNAIl 

& 

CLEVELAND 

HOSTETLERllp 

COLUMHJS 

Counsellors  at  Law 

Frederick  H.  Graefe 

HOLSTON 

Washington  Square,  Suite  1100 

LOKSACH 

1050  Comnecticut  Avenue,  N.W. 

Washington,  D.C.  20036-5304 

L0SANC31E5 

(202)861-1725  Fax  (202)  861-1783 

CKUNDO 

E-mail:  fgraefe@bakerlaw.com 

http://www.bakerlaw.com 

WASKINCroN 

480 


Overview  of  RMS  Disease  Management  Inc. 

RMS  Disease  Management  Inc.  is  a  disease  management  organization  that  provides  high- 
quality  renal  care  that  improves  patient  outcomes  and  quality  of  life  while  managing 
costs.  RMS  Disease  Management  focuses  on  developing  relationships  with  nephrologists 
and  other  key  renal  providers  that  allow  for  a  nationwide  delivery  system  of  integrated 
renal  care.  This  network  and  delivery  system  offer  participating  health  plans  an 
opportunity  to  better  manage  the  continuum  of  care  of  their  end-stage  renal  disease 
(ESRD)  patients  and  the  associated  financial  risk.  RMS  Disease  Management  signed  the 
first  national  ESRD  disease  management  contract  with  Humana,  under  which  RMS 
Disease  Management  has  responsibility  for  coordinating  and  managing  the  care  for  over 
1,200  Humana  patients  in  markets  throughout  the  United  States.  Recently,  the  company 
was  awarded  the  contract  for  Florida  Medicaid's  2,000  pre-ESRD  and  ESRD  patients  and 
is  expected  to  implement  the  program  in  the  fourth  quarter  of  2000. 

Overview  of  ESRD  Program 

RMS  Disease  Management  is  concerned  about  the  future  health  and  continued  success  of 
the  End-Stage  Renal  Disease  Program  under  Medicare  (the  ESRD  Program).  The  ESRD 
Program  currently  represents  less  than  0.5%  of  all  Medicare  beneficiaries,  yet  comprises 
almost  6  percent  of  the  annual  Medicare  costs.  Currently,  Medicare  payment  is  available 
to  qualifying  beneficiaries  diagnosed  with  ESRD,  regardless  of  age.  Medicare  assumes 
primary  payer  responsibility  for  ESRD  patients  three  months  after  diagnosis,  unless  the 
patient  has  group  health  insurance,  in  which  case  Medicare  assumes  secondary  payer 
status  after  three  months  and  primary  status  after  30  months.  Typically,  Medicare  pays 
for  ESRD  patient  benefits  in  two  separate  ways:  in  part  as  fixed  or  composite  payment 
and  in  part  fee-for-service.  Because  of  the  routine  nature  of  chronic  dialysis  costs,  HCFA 
has  set  a  fixed  composite  rate  for  chronic  outpatient  dialysis  therapy,  which  includes  all 
supplies  and  services  related  to  an  outpatient  dialysis  treatment,  and  monthly  physician 
fees  for  nephrologists  who  treat  patients  requiring  dialysis  in  an  outpatient  setting. 
However,  because  of  the  numerous  complications  prevalent  among  ESRD  patients  (more 
than  75  percent  have  severe  co-morbid  conditions,  including  diabetes  and  hypertension), 
costs  related  to  ancillary  testing,  drugs  such  as  Epogen,  hospitalizations  and  attendant 
provider  costs  are  made  on  a  fee-for-service  basis. 

With  most  chronic  illnesses,  the  advent  of  managed  care  has  demonstrated  significant 
financial  cost  improvements,  although  admittedly  not  always  with  a  complementary 
increase  in  quality  of  care.  Managed  care  has  received  less  than  favorable  reviews  from 
critics  in  the  public  and  press  in  recent  years.  Nevertheless,  the  RMS  experience 
demonstrates  that,  when  developed  and  implemented  in  a  coordinated  fashion  with  a 
focus  on  clinical  outcomes,  disease  management  strategies  can  effectively  reduce  many 
healthcare  costs  and,  more  importantly,  improve  the  quality  of  patient  care.  Nowhere  is 
this  concept  more  apparent  than  in  ESRD,  where  RMS'  focused  and  specialized 
coordination  of  care  has  effectively  reduced  costs  and  improved  care  relating  to  chronic 
afflictions,  such  as  diabetes,  asthma,  and  mental  disorders.  Unfortunately  the  ESRD 
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community  has  been  effectively  insulated  from  disease  management  or  any  other 
managed  care.  That  is  because  the  majorit>'  of  ESRD  patients  are  Medicare  beneficiaries 
and  Section  1876  of  the  Social  Security  Act  prohibits  ESRD  patients  from  joining 
Medicare+Choice  programs. 

Disease  State  Management 

Organizing  the  delivery  of  care  for  chronically  ill  patients  is  essential  for  optimal  clinical 
outcomes  and  cost  control.  Recognizing  the  need  for  focused,  specialized  coordination  of 
care,  managed  care  companies  are  developing  or  partnering  with  organizations,  such 
RMS  Disease  Management,  to  build  disease  management  programs  that  improve  clinical 
outcomes,  patient  satisfaction,  and  quality  of  life  while  managing  costs. 

Recent  efforts  by  Congress  and  HCFA  demonstrate  a  commitment  to  having  ESRD 
beneficiaries  receive  better  quality  care  at  lower  costs  to  Medicare.  Such  efforts  are  good 
for  the  renal  community  because  they  support  a  financially  healthy  ESRD  program. 
However,  Congress  and  HCFA  must  take  steps  that  are  well-founded  and  do  not  imfairly 
burden  ESRD  beneficiaries,  the  renal  providers— particularly  the  nephrologists  and 
dialysis  centers—or  private  health  plans.  The  ESRD  Program  and  ESRD  beneficiaries  are 
entitled  to  the  benefits  inherent  in  a  focused,  disease  state  management  approach. 

ESRD  patients,  however,  are  prohibited  from  enjoying  the  benefits  of  these  innovative 
managed  care  programs  as  a  result  of  Section  1 876  of  the  Social  Security  Act.  This 
prohibition  was  originally  promulgated  in  order  to  protect  vulnerable  ESRD  patients  and  to 
ensure  the  quality  and  high-level  of  care  required  for  this  complex  patient  population  should 
managed  care  organizations  withhold  or  limit  access  to  services.  Yet  today,  there  are 
extensive  quality  oversight  measures  in  place  that  ensure  quality  care  for  ESRD  patients. 

•  The  End-Stage  Renal  Disease  Network  monitors  the  quality  of  care  for  all  ESRD 
patients. 

•  The  Health  Care  Financing  Administration  (HCFA)  developed  the  Core  Indicators 
Project  to  profile  ESRD  patient  care  in  dialysis  facilities. 

•  The  National  Kidney  Foundation's  Dialysis  Outcomes  Quality  Initiative  (NKF- 
DOQI)  is  converting  its  clinical  practice  guidelines  into  performance  measures  to  be 
used  as  CQI  tools  for  overseeing  and  improving  quality  of  ESRD  patient  care. 

In  addition,  at  the  Renal  Physician  Association's  Annual  meeting  in  March  1999,  Paul 
Eggers,  Office  of  Strategic  Planning  at  HCFA,  made  the  following  statement,  "HCFA  is 
concerned  that  patients  should  have  the  right  to  enroll  in  Medicare  (Senior  Risk  Programs). 
Patients  with  Cancer,  Alzheimer's,  HIV  and  other  chronic  diseases  have  the  right  to  enroll.  It 
is  possibly  discriminatory  for  HCFA  to  not  allow  ESRD  patients  to  have  the  expanded 
benefits." 

Although  removal  of  Section  1876  in  the  Social  Security  Act  will  improve  ESRD  patients' 
access  to  quality  care,  biases  in  the  current  AAPCC  rate  will  make  it  difficult  for 
Medicare+Choice  managed  care  organizations  to  sustain  the  proactive  programs  for 
improving  care  delivery  and  patient  quality  of  life.  In  December  1998,  The  Lewin  Group 
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conducted  an  independent  study,  funded  by  RMS,  to  better  understand  the  limitations  of  the 
AAPCC  and  its  impact  on  ESRD  care.  They  found  that: 

•  The  current  AAPCC  does  not  include  key  risk  adjustments  for  patient  demographics, 
treatment  modality.  Medicare  Secondary  Payer  status,  or  county  of  residence; 

•  The  current  AAPCC,  because  of  the  lack  of  these  risk  adjustments,  significantly 
underpays  for  older,  sicker  dialysis  patients— patients  currently  most  likely  to  be  in 
Medicare  Senior  Risk  plans; 

•  The  consistent  under-funding  is  likely  to  lead  to  a  disincentive  for  health  plans  to 
provide  consistent,  high-quality  care  as  well  as  access  to  care. 

An  analysis  prepared  for  RMS  by  Dr.  Allan  Collins  M.D.,  F.A.C.P,  Associate  Professor  of 
Medicine,  University  of  Minnesota  School  of  Medicine,  Hennepin  County  Medical 
Center  and  Director  of  Nephrology  Analytical  Services  in  Minneapolis,  demonstrates  that 
the  age  and  modality  biases  in  the  AAPCC  rate  under-compensate  health  plans  by  as  much  as 
28  percent  (Attachment  A). 

HCFA  recently  developed  a  capitated-payment  ESRD  demonstration  project,  under  which 
three  participating  health  plans  receive  a  single  monthly  payment  for  all  costs  incurred  by 
their  participating  ESRD  patients.  The  capitated-payments  are  calculated  using  risk-adjusted 
capitation  rates,  with  adjustments  for  patient  age  as  well  as  the  presence  of  diabetes.  By 
structuring  the  Demonstration  Project  payment  system  in  this  way,  it  lends  credence  that  the 
current  AAPCC  system  is  flawed.  Unfortunately,  it  will  be  several  years  before  the  project  is 
completed  and  all  of  the  data  generated  is  analyzed. 

Finally,  in  its  March  2000  Report  to  the  Congress,  the  Medicare  Payment  Advisory 
Commission  (MedPAC)  included  the  following  recommendations  for  "Improving 
payment  for  end-stage  renal  disease  services"  (chapter  6  pgs.  127-147): 

1 .  As  soon  as  possible,  the  Secretary  should  risk-adjust  payments  for  patients  with  end- 
stage  renal  disease  (ESRD)  enrolled  in  Medicare+Choice. 

2.  The  Congress  should  require  HCFA  to  annually  review  the  composite  rate  payment. 

3.  For  fiscal  year  2001 ,  the  composite  rate  for  outpatient  dialysis  services  should  be 
increased  by  2.4  percent. 

4.  HCFA  should  collect  information  on  ESRD  patients'  satisfaction  with  the  quality  of 
and  access  to  care. 

5.  Once  HCFA  has  implemented  a  risk-adjusted  payment  system  and  a  system  to 
monitor  and  report  on  the  quality  of  care,  the  Congress  should  lift  the  bar  prohibiting 
patients  with  ESRD  from  enrolling  in  Medicare+Choice. 

6.  ESRD  patients  who  lose  Medicare+Choice  coverage  because  their  plan  leaves  the 
area  should  be  permitted  to  enroll  in  another  Medicare+Choice  plan. 
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Thus,  ESRD  offers  a  perfect  opportunity  to  utilize  disease  state  management  approaches 
with  promising  results,  and  it  is  important  that  Congress  and  HCFA  recognize  this  as  the 
ESRD  Program  incorporates  more  and  more  managed  care.  If  Congress  and  HCFA  do 
not  recognize  the  importance  of  focused,  coordinated  and  specialized  delivery  system 
approaches,  the  results  may  reduce  costs,  but  to  the  detriment  of  the  ESRD  beneficiary 
and  the  quality  of  care. 

Proposed  Actions  Necessary  by  Congress  and  HCFA 

Medicare's  ESRD  Program  now  faces  an  important  opportunity  to  take  advantage  of 
efficiencies  that  will  mean  better  care  for  ESRD  beneficiaries  at  reduced  costs  to  The 
ESRD  Program.  To  do  this,  Congress  and  HCFA  must  implement  changes  to  the  current 
ESRD  Program  that  monitor  quality  of  care,  adequately  reimburse  providers,  and  provide 
access  to  care.  RMS  therefore  recommends  that  Congress  take  the  following  steps: 

1 .  Congress  should  establish  quality  standards  for  ESRD  patients.  A  "Renal  Advisory  Panel" 
should  be  created  and  empowered  to  develop,  implement,  and  regularly  update  and  review 
clinical  performance  measures  by  which  the  care  delivered  by  Medicare  Senior  Risk  programs  to 
ESRD  patients  would  be  monitored.  Such  a  panel  would  work  with  the  Department  of  Health 
and  Human  Services  and  would  represent  the  interests  and  input  of  the  renal  community 
organizations,  including  patient  advocacy  groups,  clinicians,  and  renal  care  providers. 

2.  Congress  should  revise  the  current  AAFCC  rate  for  ESRD  patients.  The  payment  should  be 
structured  using  the  same  methodologies  as  the  Demonstration  Project  payment  system,  which 
adjusts  for  patient  age  and  presence  of  diabetes.  In  addition,  the  rates  should  be  calculated  after 
removing  patients  with  kidney  transplants  and  those  with  Medicare  as  a  Secondary  Payer,  both  of 
which  dilute  the  rates  overall  and  penalize  health  plans  caring  primarily  for  dialysis  patients. 

3.  Section  1876  of  the  Social  Security  Act  should  be  eliminated.  In  conjunction  with  appropriately 
revising  the  AAPCC  and  guaranteeing  that  patient  protection  measures  are  put  in  place,  Congress 
should  permit  ESRD  patients  to  enroll  in  managed  care  plans,  if  they  so  choose.  With  lifting  of 
the  1 876  prohibition,  ESRD  patients  would  be  offered  the  same  choice  of  joining  Senior  Risk 
plans  as  are  other  Medicare  beneficiaries. 
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ATTACHMENT  A 


ANALYSIS  OF  ESRD  PATIENT  DATA  RELATED  TO 
AVERAGE  ADJUSTED  PER  CAPITA  COST  (AAPCC) 


By 


Allan  Collins,  M.D.,  F.A.C.P 
University  of  Minnesota  School  of  Medicine 
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Attachment  A 


Attachment  A  demonstrates  the  substantial  differences  in  the  rates  when  the  age  and  modality 
distributions  are  taken  into  consideration.  The  analysis  was  prepared  specifically  for  RMS 
Disease  Management  by  Allan  J.  Collins,  M.D.,  F.A.C.P,  Associate  Professor  of  Medicine, 
Universit>  of  Minnesota  School  of  Medicine,  Hennepin  County  Medical  Center  and  Director  of 
Nephrology  Analytical  Services  in  Minneapolis. 

Dr.  Collins'  analysis  looks  at  the  age  and  modality  rate  comparisons  for  all  ESRD  patients  (75 
percent  dialysis,  25  percent  transplant)  as  well  as  ESRD  patients  over  65  years  old  (95.6  percent 
dialysis,  4.4  percent  transplant).  Additional  comparisons  were  made  between  all  dialysis  patients, 
dialysis  patient  over  65  years  old,  all  transplant  patients,  and  transplant  patients  over  65  years  old. 

It  appears  Medicare  is  significantly  under  paying  for  all  senior  risk  ESRD  patients  over  65  years 
old  (inclusive  of  transplant)  by  24.5  percent  and  under  paying  by  27.8  percent  for  the  senior  risk 
ESRD  dialvsis  patients  over  65  years  old.  On  the  other  hand,  the  transplant  patients  in  the  senior 
risk  Medicare  program  are  over  paid — by  26.8  percent— given  there  are  a  comparable  percent  of 
transplant  patients  (4.4  percent)  in  the  risk  program 

These  figures  best  demonstrate  the  biasing  of  the  current  rate  structure  for  the  senior  risk 
Medicare  HMO  patients  who  develop  ESRD.  Of  additional  note,  the  ESRD  patients  over  65 
years  old  have  virtually  no  Medicare  Secondary  Pay  (MSP)  issues  compared  to  the  ESRD 
patients  under  65  years  old. 

Comparison  of  PMPM  Medicare  Payments  Based  on 
Age  &  Modality  Mix,  1992-1996* 

+27.8 
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Data  computed  from  USRDS  1998  ADR  Tables  K-5.  Dialysis,  transplant,  and  age  group 
rates  are  based  on  the  actual  patient  months  contributing  to  the  Per  Member  Per  Month 
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Overview  of  RMS  Lifeline  Inc. 

RMS  Lifeline  is  a  managed  network  of  dedicated  outpatient  centers  that  provide  end- 
stage  renal  disease  (ESRD)  patients  with  coordinated,  quality-driven  access  care.  These 
centers  focus  on  the  interventional  care  of  the  access  sites  of  dialysis  patients  in  an 
outpatient. 

As  background,  ESRD  patients,  other  that  those  with  transplants,  are  individuals  who 
must  receive  dialysis  therapy.  The  most  common  form  of  dialysis  is  hemodialysis,  a 
procedure  that  generally  takes  place  several  times  a  week  at  a  hospital  or  clinic.  In 
hemodialysis,  blood  is  withdrawn  from  the  patient's  arm  or  leg  and  pumped  through  an 
external  "dialyzer,"  or  filter.  The  cleansed  blood  is  then  returned  to  the  patient.  The 
process  takes  approximately  three  to  four  hours. 

Before  patients  can  begin  hemodialysis,  they  must  have  an  "access"  site  to  provide  access 
to  the  bloodstream.  A  surgeon  will  either  create  an  "autologous  AA^  fistula"  from  the 
patient's  own  artery  and  vein,  or  implant  a  teflon-like  tube,  usually  in  the  forearm.  It  is 
through  this  access  site  that  the  patient's  blood  leaves  and  re-enters  the  body  during 
hemodialysis.  These  accesses  must  be  subsequently  cared  for  and  maintained  to  insure 
continuous  access  to  the  patients'  bloodstream  during  the  dialysis  procedure.  In  addition 
to  the  initial  placement,  a  number  of  interventional  procedures,  including  thrombectomies 
and  angioplasties,  are  performed  to  maintain  vascular  access  fijnction.  The  initial 
placement  procedure  require  a  surgeon,  usually  a  vascular  specialist,  while  subsequent 
interventions  a  performed  by  surgeons,  radiologists,  and  more  recently  by  specially 
trained  interventional  nephrologists. 

Over  time,  it  is  not  imcommon  for  the  access  site  to  accumulate  plaque  or  develop  a  clot 
inside,  causing  it  to  narrow  and  slow  the  flow  of  blood,  rendering  the  dialysis  therapy  less 
effective.  Ultimately,  if  it  becomes  completely  clogged,  the  patient  faces  an  emergency 
situation  and  often  must  be  hospitalized.  In  fact,  access-related  complications  are  the 
No.  1  cause  of  hospitalizations  for  ESRD  patients  and  accoimt  for  as  much  as  25  percent 
of  total  ESRD  patient  costs. 

RMS  Lifeline  was  developed  to  address  the  problems  associated  with  vascular  access 
care.  The  company  develops  and  manages  a  network  of  outpatient  access  care  centers 
dedicated  to  improving  the  delivery  and  outcomes  of  access-related  problems. 

Overview  of  ESRD  Program 

The  ESRD  Program  currently  represents  less  than  0.5%  of  all  Medicare  beneficiaries,  yet 
comprises  almost  6  percent  of  the  annual  Medicare  costs— a  projected  $9.2  billion  charge 
to  Medicare  in  1998.  Individuals  afflicted  with  ESRD  face  two  alternatives:  they  must 
either  have  a  kidney  transplant—an  option  which  is  available  only  to  a  small  fraction  of 
ESRD  patients  due  to  the  organ  donor  shortage-or  they  must  undergo  regular  chronic 
dialysis  therapy,  a  process  for  removing  waste  and  toxins  from  the  bloodstream. 
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Currently,  Medicare  payment  is  available  to  qualifying  beneficiaries  diagnosed  with 
ESRD,  regardless  of  age.  Medicare  assumes  primary  payer  responsibility  for  ESRD 
patients  three  months  after  diagnosis,  unless  the  patient  has  group  health  insurance,  in  ~ 
which  case  Medicare  assumes  secondary  payer  status  after  three  months  and  primary 
status  after  30  months.  Medicare  pays  for  ESRD  patients  in  two  separate  ways:  in  part  as 
fixed  or  capitated  payment  and  in  part  fee-for-service.  Because  of  the  routine  nature  of 
chronic  dialysis  costs,  HCFA  has  set  a  fixed  composite  rate  for  chronic  outpatient  dialysis 
therapy,  which  includes  all  supplies  and  services  related  to  an  outpatient  dialysis 
treatment.  Physician  fees  are  capitated  on  a  monthly  basis  for  nephrologists  who  treat 
patients  requiring  dialysis  in  an  outpatient  setting.  However,  because  of  the  numerous 
complications  prevalent  among  ESRD  patients  (more  than  75  percent  have  severe  co- 
morbid  conditions,  including  diabetes  and  hypertension),  costs  related  to  ancillary  testing, 
drugs  such  as  Epogen,  hospitalizations  and  attendant  provider  costs  are  made  on  a  fee- 
for-service  basis. 

Hemodialysis  Vascular  Access  Care 

Today,  the  delivery  of  vascular  access  care  is  reactive,  fi-agmented  and  uncoordinated 
because  there  is  no  incentive  to  identify  and  treat  access  problems  early.  As  a  result,  patient 
quality  of  life  suffers,  outcomes  are  poor  and  the  costs  are  high.  In  fact,  vascular  access 
represents  1 5  percent  to  30  percent  of  aggregate  pre-patient  ESRD  medical  costs  at  $2.5 
billion  annually.  The  majority  of  vascular  access  procedures  are  performed  in  hospital 
setting  since  most  ESRD  patients  only  get  treated  once  their  access  fails.  At  that  point 
patients  cannot  receive  dialysis  again  until  their  access  site  is  repaired,  resulting  in 
emergency  room  visits  and  hospital  stays.  With  inpatient  vascular  access  care  more  than  four 
times  as  expensive  as  outpatient  care  this  becomes  a  significant  cost  to  the  healthcare  system. 

The  RMS  Lifeline  managed  network  of  outpatient  centers  that  provide  ESRD  patients 
with  dedicated,  focused  vascular  access  care.  The  entire  patient  care  team  is  educated  in 
access  monitoring  and  diagnostic  testing  that  identifies  access  problems  early.  This 
eliminates  numerous  emergency  room  visits  and  hospitalizations.  Consistent  monitoring 
and  early  interventions  by  a  dedicated  team  create  improved  outcomes  and  increased 
patient  satisfaction  while  managing  costs.  However,  RMS  believes  that  the  current  list  of 
approved  ASC  vascular  surgical  codes  omits  a  significant  number  of  procedures  which  could  and 
should  be  utilized  in  performing  vascular  access  site  interventions  as  ASC  procedures  in  order  to 
improve  patient  outcomes  and  lower  costs  to  Medicare. 

On  June  12,  1998,  the  Health  Care  Financing  Administration  (HCFA)  requested  comment  on  a 
proposed  rule  to  make  various  changes  to  the  ambulatory  surgical  center  (ASC)  payment 
methodology  and  the  list  of  Medicare  covered  procedures.  In  order  to  make  the  full  range  of 
vascular  access  care  in  an  ASC  a  viable  and  cost-saving  reality,  RMS  prepared  a  response  to 
HCFA  stating  that  the  current  ASC/APC  regulations  should  incorporate  an  expanded  list  of 
covered  surgical  codes.  Attachment  "A"  identifies  the  vascular  access  codes  along  with  a 
description  and  an  explanation  as  to  why  we  contend  that  these  codes  should  be  on  the  list  of 
covered  ASC  surgical  procedures  and  similarly,  on  the  list  of  Ambulatory  Payment  Classification 
groups  which  are  proposed  to  eventually  replace  the  ASC  list. 
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In  early  1998,  RMS  Lifeline  Inc.  contracted  with  Allan  J  Collins,  M.D.,  FACP,  an  Associate 
Professor  of  Medicine  in  the  Division  of  Nephrology  at  the  University  of  Minnesota  School  of 
Medicine,  to  conduct  an  analysis  of  vascular  access  events  performed  during  1996  on  an  inpatient 
versus  an  outpatient  basis.  A  copy  of  the  completed  report  is  included  as  supplemental 
documentation  to  support  our  recommendations  and  is  labeled  "Attachment  B."  The  results  of 
this  analysis  demonstrate  the  seven-  to  eight-fold  difference  in  vascular  access  payments  that  are 
performed  on  an  inpatient  basis  versus  on  an  outpatient  basis. 

RMS  spent  significant  time  and  resources  analyzing  patient  data  related  to  dialysis  access  care, 
and  as  a  follow-up  to  these  formal  comments  we  would  be  pleased  to  meet  with  representatives 
from  your  agency  to  review  the  results  of  these  efforts.  In  short,  RMS  can  show  that: 

(1)  Medicare  ESRD  program  costs  related  to  vascular  access  expenses  have  risen 
steadily  since  1991  and  are  estimated  to  be  nearly  2.5  billion  in  1998. 

(2)  Hospital  inpatient  and  outpatient  admissions  related  to  access  care  have  increased 
well  beyond  the  growth  in  the  overall  ESRD  patient  populations. 

(3)  Costs  related  to  vascular  access  care  account  for  almost  25  percent  of  the  total 
annualized  costs  of  ESRD  dialysis  patients. 

(4)  In  recent  years  the  number  of  access  interventions  required  per  ESRD  patient  has 
steadily  increased  to  1 .2  procedures  per  year  and  even  higher  for  patients  in  their 
first  year  of  dialysis. 

In  addition,  at  the  request  of  the  Medicare  Payment  Advisory  Commission,  the  Renal  Physicians 
Association  (RPA)  and  the  American  Society  of  Nephrology  (ASN)  reviewed  the  safety  and 
efficacy  of  expanding  the  list  of  access  procedures  allowed  to  be  performed  in  an  ASC  setting. 
The  RPA  and  ASN  determined  that  vascular  access  procedures  can  be  performed  safely  at 
freestanding  vascular  access  centers.  Additionally,  the  RPA/ASN  found  that  receiving  care  at 
ambulatory  surgical  centers  offers  a  number  of  advantages  to  dialysis  patients,  including 
convenience,  decreased  waiting  time,  less  disruption  of  the  normal  dialysis  schedules  and  an 
experienced  staff  sensitive  to  the  unique  concerns  and  fears  of  this  chronically  ill  and  vulnerable 
population. 

Recommendation 

HCFA  should  add  the  3 1  additional  vascular  access  codes  to  the  ASC  list  when  it  issues  the  final 
regulation  on  ASC  payment  methodology  and  Medicare  covered  procedures. 

In  1991  inpatient  vascular  access  procedures  accounted  for  80%  of  the  total  procedures, 
compared  to  20%  outpatient.  By  1996,  inpatient  vascular  access  procedures  had  fallen  to  54%, 
with  a  prof)ortionate  increase  in  outpatient  services.  Nevertheless,  while  initial  access  and 
maintenance  access  intervention  procedures  are  now  commonly  performed  in  an  outpatient 
setting,  a  significant  number  of  these  procedures  are  still  not  on  the  approved  ASC  facility  listing. 
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When  deemed  appropriate  by  the  treating  physician,  expanded  coverage  of  access  care  performed 
in  an  ASC  setting  will  have  two  immediate  and  dramatic  effects: 

1 .  First,  there  are  immediate  cost  savings  available  by  moving  these  procedures  to  an  ASC 
setting.  As  demonstrated  in  Attachment  B,  inpatient  procedures  are  obviously  more 
expensive  than  similar  hospital  outpatient  procedures.  By  providing  for  coverage  of  these 
services  in  an  ASC  setting  the  overall  costs  will  be  reduced  even  further.  Moving  these 
procedures  fi-om  hospital  outpatient  billing  to  ASC  billing  will  also  save  patients  from  paying 
the  high  co-payments  they  are  now  charged  without  any  loss  of  quality  in  patient  care. 

We  also  contend  that  the  vast  majority  of  access  procedures,  including  initial  placement  of 
the  vascular  access,  could  and  should  be  safely  performed  as  outpatient  procedures  in  an  ASC 
setting.  According  to  an  analysis  by  Dr.  Collins  (Attachment  C)  the  majority  of  these  codes 
are  currently  being  performed  and  paid  for  in  some  type  of  outpatient  setting.  Most  pure 
vascular  dialysis  access  procedural  events,  unencumbered  by  any  other  medical 
complications  (i.e.,  acute  MI,  pneumonia,  major  surgery),  are  clearly  appropriate  and  safe  for 
the  outpatient  ASC  treatment  setting.  While  many  of  these  procedures  are  already  found  on 
the  list  of  current  or  proposed  covered  ASC  surgical  codes,  we  firmly  believe  it  is  necessary 
to  expand  the  list  of  covered  ASC  surgical  codes  to  include  the  other  vascular  access 
procedures  which  are  not  currently  included. 

2.  Second,  by  expanding  the  list  of  covered  ASC  surgical  codes  to  include  all  of  the 
recommended  vascular  access  surgical  procedures,  we  believe  that  the  overall  quality  of 
patient  care  will  be  improved.  In  addition,  patients  will  have  a  choice  in  vascular  access 
procedure  options  without  the  burden  of  incremental  out-of-pocket  costs.  The  end  result  is 
not  only  lower  costs,  but  also  improved  patient  quality  of  life. 
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ATTACHiyfiENT  A 


REQUESTED  CODE  ADDITIONS  TO  THE  JUNE  12, 1998 
FEDERAL  REGISTER  ASC/APC  LISTING 
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Requested  Code  Additions  to  the  June  12, 1998  Federal  Register  ASC/APC  Listing 

Included  below  are  the  vascular  access  surgical  procedure  codes  which  we  firmly  believe 
need  to  be  added  to,  or  retained  on  the  ASC/APC  listing  in  order  to  provide  appropriate 
compensation  for  the  full  scope  of  viable  treatment  options  for  renal  patients.  For  some 
of  the  services,  volume  data  were  available  to  us  as  an  extract  from  the  1996  HCFA  Part 
B  Physician/Suppliers  Standard  Analytical  File.  This  data  was  provided  to  Dr.  Allan 
Collins  of  Nephrology  Analytical  Services  in  Minneapolis,  Minnesota,  in  response  to  a 
special  request  he  made  of  HCFA.  Dr.  Collins  was  kind  enough  to  share  his  data  with  us 
for  the  purposes  of  this  report.  Where  available,  the  data  are  incorporated  beneath  the 
specific  code  to  which  they  apply,  and  boxed  for  clarity. 

While  we  were  only  able  to  access  data  for  10  of  the  3 1  codes  on  the  attached  list,  it  is 
clear  from  the  data  reflected  below  that  these  types  of  access  related  codes  are  being 
performed  safely  and  effectively  on  a  regular  basis  in  a  hospital  outpatient  setting.  It  is 
also  clear  from  the  relatively  small  percentage  of  services  being  performed  in  all  other 
locations,  which  includes  the  office,  that  these  surgical  procedures  are  relatively  complex, 
and  are  not  being  done  routinely  in  a  physician's  standard  office  setting.  We  fully  expect 
that  when  HCFA  reviews  the  data  available  for  the  other  codes  on  this  list  for  which  data 
were  not  available  to  us,  the  same  type  of  distribution  between  outpatient  and  inpatient 
places  of  service  will  be  observed.  It  is  our  contention  that  services  which  are  safe  and 
effective  for  performance  in  an  outpatient  hospital  setting  are  fully  appropriate  for  an 
ASC/APC  setting,  and  should  be  included  on  these  lists  going  forward. 

34101  Embolectomy  or  thrombectomy,  with  or  without  catheter;  axillary, 

brachial,  innominate,  subclavian  artery,  by  arm  incision 

341 1 1  Embolectomy  or  thrombectomy,  with  or  without  catheter;  radial  or  ulnar, 

artery,  by  arm  incision 

34490  Thrombectomy,  direct  or  with  catheter;  axillary  and  subclavian  vein,  by 

arm  incision 


35190  Repair,  acquired  or  traumatic  arteriovenous  fistula;  extremities 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Lxjcations 

],305  72.3%  466  25.8%  35  1.9% 
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35458  Transluminal  balloon  angioplasty,  open;  brachiocephalic  trunk  or 

branches,  each  vessel 

35460  Transluminal  balloon  angioplasty,  open;  venous 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 
Performed  Inpatient              Performed  Outpatient  Performed  in  Other  Locations 

1.36656.5%  1,022  42.3%  30  1.2% 

35475  Transluminal  balloon  angioplasty,  percutaneous;  brachiocephalic  tnmk  or 
branches,  each  vessel 

35476  Transluminal  balloon  angioplasty,  percutaneous;  venous 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 
Performed  Inpatient             Performed  Outpatient  Performed  in  Other  Lx)cations 

13,539  26.1%  35,350  68.2%  .2,947  5.7% 


35903  Excision  of  infected  graft;  extremity 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

7,010  74%  2,205  23.3%  261  2.8% 


36005  Injection  procedure  for  contrast  venography  (including  introduction  of 

needle  or  intracatheter) 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

6,440  45%  7,478  52.3%  387  2.7% 


36010 


Introduction  of  catheter,  superior  or  inferior  vena  cava 
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3601 1  Selective  catheter  placement,  venous  system;  first  order  branch  (eg,  renal 

vein,  jugular  vein) 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

2,291  56.3%  1,583  38.9%  193  4.7% 


36120  Introduction  of  needle  or  intracatheter;  retrograde  brachial  artery 

36140  Introduction  of  needle  or  intracatheter;  extremity  artery 


36145  Introduction  of  needle  or  intracatheter;  arteriovenous  shunt  created  for 

dialysis  (cannula,  fistula,  or  graft) 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

21.236  27.8%      '       51,166  67%  3,972  5.2% 


36215  Selective  catheter  placement,  arterial  system;  each  first  order  thoracic  or 
brachiocephalic  branch,  within  a  vascular  family 

362 1 6  Selective  catheter  placement,  arterial  system;  initial  second  order  thoracic 
or  brachiocephalic  branch,  within  a  vascular  family 

36217  Selective  catheter  placement,  arterial  system;  initial  third  order  or  more 
selective  thoracic  or  brachiocephalic  branch,  within  a  vascular  family 


3621 8  Selective  catheter  placement,  arterial  system;  additional  second  order, 

third  order,  and  beyond,  thoracic  or  brachiocephalic  branch,  within  a 
vascular  family  (List  in  addition  to  code  for  initial  second  or  third  order 
vessel  as  appropriate) 

3683 1  Thrombectomy,  arteriovenous  fistula  without  revision,  autogenous  or 
— -   nonautogenous  dialysis  graft  (separate  procedure) 

36832  Revision,  arteriovenous  fistula;  with  thrombectomy,  autogenous  or 
nonautogenous  dialysis  graft  (separate  procedure) 
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36834  Plastic  repair  of  arteriovenous  aneur\  sm  (separate  procedure) 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

468  52.3%  413  46.1%  14  1.6% 


37201  Transcatheter  therapy,  infusion  for  thrombolysis  other  than  coronary 

#  and  %  of  Procedures  i=  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

8.126  34.2%  14.^17  61.9%  944  4.0% 


37204  Transcatheter  occlusion  or  embriolization  (eg,  for  tumor  destruction,  to 

achieve  hemeostasis,  to  occlude  a  vascular  malformation),  percutaneous, 
any  method,  non-central  nervous  system,  non-head  or  neck 


37205  Transcatheter  placement  of  an  intravascular  stent(s).  (non-coronar>" 

vessel),  percutaneotis;  initial  vessel 

#  and  %  of  Procedures  #  and  %  of  Procedures  #  and  %  of  Procedures 

Performed  Inpatient  Performed  Outpatient  Performed  in  Other  Locations 

2,090  46.1%  2,312  51%  130  2.9% 


37206  Transcatheter  placement  of  an  intravascular  stent(s),  (non-coronary 
vessel),  percutaneous;  each  additional  vessel  (List  separately  in  addition  to 
code  for  primary  procedtire) 

37207  Transcatheter  placement  of  an  intravascular  stent(s),  (non-coronary 
vessel),  open;  initial  vessel 

37208  Transcatheter  placement  of  an  intravascular  stent(s),  (non-coronary 
vessel),  open;  each  additional  vessel  (List  separately  in  addition  to  code 
for  primary  procedure) 

37250  Intravascular  ultrasoimd  (non-coronary  vessel)  during  therapeutic 
inter\'ention;  initial  vessel  (List  separately  in  addition  to  code  for  primary 
procediu"e) 

3725 1  Intravascular  ultrasoimd  (non-coronary  vessel)  during  therapeutic 
intervention;  each  additional  vessel  (List  separately  in  addition  to  code  for 
primary  procedure) 
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49423  Exchange  of  previously  placed  abscess  or  cyst  drainage  catheter  under 

radiological  guidance  (separate  procedure) 
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ATTACHMENT  B 


EXECUTIVE  SUMMARY 
ANALYSIS  OF  PATIENT  DATA  RELATED  TO 
DIALYSIS  ACCESS  CARE 


By 

Allan  Collins,  M.D.,  F.A.C.P 
University  of  Minnesota  School  of  Medicine 
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Overview  of  Analysis  of  Patient  Data  Related  to  Dialysis  Access  Care 

A  vascular  access  analysis  was  undertaken  and  completed  for  RMS  Lifeline  Inc.  ("RMS"),  a 
subsidiary  of  Baxter  Healthcare  Corporation,  by  Allan  J  Collins,  M.D.,  FACP,  Associate 
Professor  of  Medicine  in  the  Division  of  Nephrology  at  the  University  of  Minnesota  School  of 
Medicine,  to  identify  trends  in  vascular  access  events,  sites  of  service,  overall  associated 
allowable  expenditures,  and  costs  per  event  and  procedure. 

Vascular  Access  Events 

Among  the  various  findings  in  Dr.  Collins'  analysis,  the  most  striking  find  is  the  seven- 
to  eight-fold  difference  in  inpatient  (Exhibit  A)  versus  hospital  outpatient  (Exhibit  B) 
vascular  access  costs.  Both  the  institutional  services  and  the  physician  vascular  access 
procedure  charges  are  much  less  when  performed  in  an  outpatient  setting.  As 
demonstrated.  Part  A  inpatient  costs  are  85  percent  more  than  outpatient  costs,  while  Part 
B  inpatient  costs  are  75  percent  more  than  outpatient  costs. 


Exhibit  A 


Vascular  Access  Events  with  Inpatient 
Matches 

Part  A 
Net  S/Event 

PartB 
Net  $/Event 

Insertions  Only 

$9,956 

$592 

Insertions  +  Complications 

$10,756 

$858 

Complications  Only 

$10,222 

$461 

Exhibit  B 

Vascular  Access  Events  with  Outpatient 

Matches 

Part  A 
Net  $/Event 

PartB 
Net  $/Event 

Insertions  Only 

$1,137 

$373 

Insertions  +  Complications 

$1,218 

$521 

Complications  Only 

$847 

$344 

Overall  Methodology: 

This  analysis  examined  Part  B  physician  service  codes,  which  identify  vascular  access  events  as 
insertions  or  complications.  These  codes  identify  the  place  of  service,  allowing  identification  of 
those  physician  services  performed  on  an  inpatient  versus  a  hospital  outpatient  basis. 
Subsequently,  the  site  of  service  physician  Part  B  code  claims  were  linked  to  inpatient  and 
outpatient  events. 

A  total  of  693,586  claims  for  Part  B  Vascular  Access  were  reviewed  and  then  narrowed  to 
insertions  occurring  only  during  the  first  six  months  of  1 996  so  that  both  the  initial  events  and 
subsequent  follow-up  events  were  captured.  These  claims  were  grouped  based  on  service  dates 
and  resulted  in  192,000  identified  vascular  access  events— all  occurring  within  a  three-day  period. 
It  was  then  determined  that  96,000  of  these  vascular  access  events  could  be  associated  with 
inpatient  institutional  services  and  90,000  with  outpatient  institutional  services,  and  6,000  are 
associated  with  services  outside  of  the  hospital  but  not  considered  inpatient.  Of  the  96,000 
inpatient  institutional  events,  3 1 ,640  could  be  matched  with  Part  B  physician  procedural  claims. 
Likewise,  only  36,341  of  the  90,000  outpatient  events  could  be  matched  with  Part  B  claims. 

The  matching  of  institutional  events  and  Part  B  physician  procedural  claims  is  critical  for 
identifying  a  pure  vascular  access  related  event,  therefore  the  analysis  was  based  on  the  3 1 ,640- 
inpatient  events  and  36,341  outpatient  events. 
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ATTACHMENT  C 


ESRD PARTE  PAYMENT DATA 
FOR  MEDICARE  PAID  CLAIMS  BY  PLACE  OF  SERVICE 
MEDPARFILE  1998 


By 

Allan  Collins,  M.D.,  F.A.C.P 
University  of  Minnesota  School  of  Medicine 
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Payment  Data  for  Medicare  Paid  Claims  by  Place  of  Service^ 
  ESRD  Part  B  --  MEDPAR  File  1998 


Outpatient 

ode 

Description 

Total 

IP  Hospital 

Hospital 

ASC 

Winer 

34101' 

Emboleclomy/thrombectomyiax.brach.subcl  artery. arm  incision 

5,471 

2,791 

2,558 

13 

84 

25 

34111 

Emboieclomy/thrombectomy, radial, ulnar  artery, arm  incision 

669 

343 

273 

35 

2 

16 

34490 

Embolectomy/ihrombectomy;axiallary,subcl  vein;arm  incision 

1,475 

716 

718 

6 

27 

8 

35190 

Repair  fistula-Extremities' 

1,530 

1,066 

422 

10 

21 

11 

35458 

Transluminal  angioplasty, open-brachiocephalic  trunk  or  branch 

1,032 

589 

415 

4 

20 

4 

35460 

Transluminal  Angioplasty-venous 

3,500 

1,797 

1,674 

4 

8 

17 

35475 

Transluminal  angioplasty, perc  -brachiocephalic  trunk  or  branch 

11,637 

2,714 

7,814 

943 

5 

161 

35476 

Transluminal  Angioplasty,  percutaneous-venous 

83,375 

17,181 

60,706 

3,798 

53 

1.637 

35903 

Excision  of  infected  graft-Extremity 

10,242 

7,504 

2,472 

56 

71 

139 

36005 

Injection  procedure  for  contrast  venography 

22,907 

9,191 

12,977 

290 

16 

433 

36010 

Introduction  of  catheter-sup  or  inf  vena  cava 

17,601 

9,807 

6,677 

690 

28 

399 

36011 

Selective  Catheter  placement- 1st  order  branch 

5,571 

2,796 

2,561 

33 

5 

176 

36120 

Introduction  of  needle  or  intracatheter-retrograde  brachial  an. 

1,817 

394 

1,071 

329 

3 

20 

36140 

Introduction  of  needle  or  intracatheter-extremity  an. 

6,772 

3,932 

2,667 

42 

2 

129 

36145 

Introduction  of  needle  or  intracatheler-AV  shunt(Dialysis) 

120,980 

26,050 

88,279 

4,175 

66 

2,410 

36215 

Selective  Catheter  placement- 1st  order  thoracic  or  brachiocehalic 

4,670 

2,797 

1,724 

52 

8 

89 

36216 

Selective  Catheter  placement-2nd  order  thoracic  or  brachiocehalic 

3,940 

2,281 

1,374 

238 

3 

44 

36217 

Selective  Catheter  placement-3rd  order  thoracic  or  brachiocehalic 

1,778 

1,021 

726 

5 

1 

25 

36218 

Selective  Catheter  placement-3rd  order  or  more  selective 

494 

361 

124 

2 

1 

6 

36831 

Thromti€ctomy  AV  fistuls  w/o  revision  Qrsft 

25 

13 

1 1 

•t 
1 

36832" 

Revision  of  AW  fistula 

50,836 

23,867 

25,147 

234 

681 

907 

36833 

Revision  ol  AA/  fistula  vd  thrombectomy  (NEW  CODE-1999) 

24 

13 

10 

1 

36834 

Plastic  repair  of  AV  aneurysm 

1,244 

639 

534 

9 

11 

1 

37201 

Transcatheter  therapy  -  infusion  for  thrombolysis 

28,258 

8,037 

18,861 

675 

12 

673 

37204 

Transcatheter  occlusion  or  embriolization 

709 

545 

141 

16 

7 

37205 

Transcatheter  placement  of  stents,  percutaneous,  initial  vessel 

7,253 

3,253 

3,739 

155 

3 

103 

37206 

Transcatheter  placement  of  stents;  percutaneous,  additionial  vessel 

867 

478 

344 

28 

17 

37207^ 

Transcatheter  placement  of  stents;  open,  initial  vessel 

37208 

Transcatheter  placement  of  stents,  open,  additionial  vessel 

40 

27 

9 

3 

1 

37250 

Intravascular  ultrasound  during  therapeutic  intervention,  initial 

134 

84 

46 

4 

37251 

Intravascular  ultrasound  during  therapeutic  intervention,  additional 

28 

24 

4 

49423 

Exchange  of  drainage  catheter 

242 

126 

111 

5 

Totals" 

387,506 

126,637 

240,640 

11,795 

1,019 

7,415 

^  Final  Medicare  Adjudicated  Claims  Data  for  1998. 

*  AH  other  locations  (I.e.  Indian  Reservation,  Skilled  Nursing,  Facility,  Home  Health  Agency,  Hospice). 
'  Code  34101  is  currently  on  the  ASC  approved  list,  but  scheduled  to  be  removed. 
"  Code  36832  is  currently  on  the  ASC-approved  list,  should  be  36833  -  a  new  code  &  "sub-code"  of  36832. 
^  There  is  no  data  on  code  37207,  but  is  a  procedure  that  couid  be  performed  in  either  IP  or  OP. 
®  Dr.  Collins  estimates  that  pure  vascular  access  services  performed  inpatient  cost  Medicare 
75  percent  more  than  in  an  outpatient  facility. 

urce:    Allan  Collins,  MD,  Minneapolis  Medical  Research  Foundation,  University  of  MN 
and  Director  of  the  U.S.  Renal  Data  System  (USRDS) 
Phone:  612-347-5811 

Fax:612-347-5878  .,• 
E-mail:  ACollins@nephrology.org  V'  ■ 

Website:  www.usrds.org  . 
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The  National  Kidney  Foundation  (NKF),  the  country's  oldest  and  largest  voluntary  health  agency 
devoted  to  the  needs  of  Americans  with  kidney  disease,  appreciates  the  opportunity  to  provide 
testimony  for  today's  hearing.  NKF  has  long  been  dedicated  to  advancing  the  quality  of  care 
delivered  by  dialysis  clinics  in  the  United  States,  including  providing  information  and  resources  to 
renal  professionals,  kidney  patients  and  their  famihes.  For  example,  on  November  14, 1994,  NKF 
President  Neil  Kurtzman,  M.D.  hosted  a  media  event  at  the  Washington  Press  Club  to  highlight 
opportunities  to  improve  outcomes  for  dialysis  patients.  This  was  foUowed  up  with  a  comprehensive 
program  for  the  development  of  practice  guidelines  (the  National  Kidney  Foundation  Dialysis 
Outcomes  QuaUty  Initiative,  or  NKF/DOQI).  These  guidelines,  initially  published  in  1997,  were 
designed  to  enhance  dialysis  adequacy,  anemia  management  and  vascular  access  placement  and 
.  preservation  by  assisting  decision  making  by  clinicians.  NKF/DOQI  is  being  implemented  in  dialysis 
faciUties  throughout  the  United  States. 

Fourteen  years  before  the  publication  of  the  NKF/DOQI,  the  Foundation  pioneered  in  the 
development  of  guidelines  for  the  multiple  use  of  hemodialyzers.  The  statement  issued  at  that  time 
emphasized  testing  for  effectiveness  of  residual  fimction  of  reprocessed  dialyzers  before  their 
subsequent  use.  The  NKF  has  updated  its  position  paper  on  dialyzer  reuse  periodically  since  then, 
with  subsequent  reports  published  in  1988  and  1997. 

In  addition  to  providing  tools  for  renal  health  professionals,  the  Foundation  has  followed  a  parallel 
course,  in  an  effort  to  empower  dialysis  consumers  with  information  and  encourage  them  to 
participate  in  making  decisions  that  will  affect  their  overall  quality  of  life.  Some  landmarks  in  this 
effort  have  been  the  video  series:  People  Like  Us  and  the  programs:  People  Like  Us,  Live  and 
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Rehabilitation,  Information,  Support  and  Empowerment  (RISE).  This  multifaceted  approach  is 
the  halknaxk  of  the  National  Kidney  Foundation,  reflecting  the  organization's  diverse  constituencies. 
At  the  preseait  time  we  count  26^83  members,  including  dialysis  and  transplant  patients  (and  their 
loved  ones),  nq)hrologists,  renal  dietitians,  nephrology  social  workers,  and  nephrology  nurses  and 
technicians. 

On  two  occasions  during  1999  the  National  Kidney  Foimdation  presented  testimony  suggesting  that 
tiie  ESRD  Networks  should  make  all  dialysis  patients  aware  of  the  programs  which  are  offered  by 
NKF,  mentioned  above,  as  well  as  the  wealth  of  printed  materials  available  from  NKF  and  other 
renal  patient  groups,  such  as  the  American  Association  of  Kidney  Patients.  The  first  presentation  was 
at  a  HCFA  town  hall  meeting  on  the  new  Network  Scope  of  Work  in  Baltimore  on  August  3 1 ,  1999 
and  the  second  opportunity  was  presented  at  a  meeting  of  the  Medicare  Payment  Advisory 
Commission  on  October  14,  1999.  Informed  patients  are  more  likely  to  adhere  to  their  health  care 
regimen  and  that  will  lead  to  improved  outcomes,  reduced  hospitalization  and  better  controlled 
health  care  costs. 

The  National  Kidney  Foundation  has  continually  emphasized  the  relationship  between  stafBng  of 
dialysis  units  and  desired  outcomes  for  dialysis  patients.  Since  there  have  been  only  modest  raises 
in  the  Medicare  reimbursement  rate  for  dialysis  treatments  during  the  last  20  years  and  since 
Medicare  is  the  predominant  payer  for  dialysis  services  in  flie  United  States,  dialysis  providers  have 
tended  to  increase  staff  loads  and  reduce  the  educational  level  of  the  mix  of  personnel  employed  to 
provide  renal  replacement  therapy  and  related  services.  The  attached  National  Kidney  Foundation 
Position  Statement,  Quality  of  Dialysis  Care,  calls  for  "[a]dequate  stafBng  for  the  provision  of  care 
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by  qualified,  certified,  competent  and  caring  personnel  (nephrologists,  nurses,  technicians,  dietitians, 
social  workers)  at  a  level  appropriate  to  the  acuity  of  the  patient  population."  For  this  reason,  NKF 
supports  the  retention  and  expansion  of  the  structure  and  process  requirements  relating  to  personnel 
in  HCFA's  Conditions  for  Coverage  of  Suppliers  of  End-Stage  Renal  Diseases  (ESRD)  Services. 
In  addition,  the  NKF  Council  of  Nephrology  Social  Workers  and  the  NKF  Council  on  Renal 
Nutrition  have  developed  algorithms  that  can  be  used  to  assist  units  in  assessing  stafSng  patterns. 
Finally,  the  National  Kidney  Foundation  Dialysis  Technician  Task  Force  has  issued 
recommendations  with  respect  to  the  level  and  content  of  training  for  dialysis  technicians.  Its  report, 
issued  in  1993,  is  also  attached. 

HCFA  has  relied  upon  state  survey  agencies  to  assure  quality  of  care.  Unfortunately,  because  of 
budgetary  restrictions,  the  number  and  fi-equency  of  site  visits  at  dialysis  clinics  has  declined.  For 
that  reason,  the  National  Kidney  Foundation  supports  the  provision  in  the  Administration's  FY  2001 
Budget  Request  which  is  designed  to  decrease  intervals  between  site  visits  of  dialysis  clinics  from 
once  every  six  years  to  once  every  three  years.  We  hope  that  the  Senate  will  ^propriate  the  funding 
that  has  been  requested.  ^ 

Finally,  much  remains  to  be  done  to  fulfill  the  promise  that  the  National  Kidney  Foundation  Dialysis 
Outcomes  Quality  Initiative  offers  for  reducing  mortality  and  morbidity  in  this  country's  dialysis 
patients.  While  HCFA's  ESRD  Clinical  Performance  Measures  (CPM)  Project  has  advanced  the 
implementation  of  the  NKF/DOQI  Guidelines,  there  is  a  crucial  role  that  HCFA  can  play  to  facilitate 
the  goals  of  the  NKF/DOQI  Project  by  updating  coverage  policy  for  laboratory  tests  for  dialysis 
patients.  Current  regulations  for  laboratory  tests  are  confusing  and  unevenly  interpreted  by  carriers 
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and  fiscal  intermediaries.  As  a  result,  reimbursement  policy  for  testing  impairs  the  physician's  ability 
to  ensure  safe  and  effective  care  for  ESRD  patients,  in  general,  and,  in  particular,  makes  it  difficult 
to  order  the  tests  recommended  by  NKF/DOQI.  HCFA  should  initiate  a  review  of  the 
appropriateness  and  fi^uency  of  covered  lab  tests  and  revise  poUcies  for  reimbursement  of  lab  tests 
based  on  current  scientific  knowledge. 


Attachments 
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National  Kidney  Foundation  Position  Statement 
Quality  of  Dialysis  Care 


Until  1960,  end-stage  renal  disease  (ESRD) 
was  a  terminal  illness.  Experience  in  the 
1960s  documented  the  feasibility  of  affecting 
the  outcome  of  ESRD  with  chroruc  dialysis. 
The  Social  Security  Amendment  of  1972  (PL 
92-603)  extended  Medicare  coverage  to  those 
with  ESRD  requiring  dialysis  and  transplanta- 
tion, and  thereby  made  this  lifesaving  technol- 
ogy avciilable  to  all  Americans.  When  this 
model  legislation  was  enacted  in  1973,  only 
about  11,000  patients  were  its  beneficiaries. 
Today,  some  200,000  ESRD  patients  are  alive 
because  of  this  program.  By  the  turn  of  the 
century  300,000  citizens  will  be  its  beneficia- 
ries. 

Individuals,  who  only  30  years  ago  would 
have  died,  now  have  the  potential  to  lead  a 
fulfilling  life  made  possible  because  of  the 
availability  of  financial  support  from  the  fed- 
eral government  and  a  committed  and  respon- 
sible health  care  delivery  system.  Thus,  for  the 
past  23  years,  ready  access  to  dicdysis  care  has 
successfully  and  effectively  prolonged  the  lives 
of  hundreds  of  thousands  of  individuals  and 
made  it  possible  for  the  transplantation  of 
kidneys  to  tens  of  thousands  of  them.  How- 
ever, its  widespread  availability  and  com- 
pounding social  and  fiscal  factors  have  raised 
problems  that  were  not  foreseen  at  the  incep- 
tion of  this  most  successful  program.  Essen- 
tially, the  process  of  keeping  individuals  af- 
flicted with  a  terminal  illness  alive  as  long  as 
possible  has  not  been  free  from  complications 
and  problems. 

Concern  over  these  issues  has  prompted 
the  ESRD  community,  in  general,  to  embark 
on  a  concerted  effort  to  seek  solutions  that 
would  allow  for  the  delivery  of  the  highest 
possible  quality  of  care  to  the  beneficiaries  of 
the  program.  The  National  Kidney  Founda- 
tion, in  its  long-term  commitment  to  this  goal, 
has  developed  the  following  statement  of 
what  constitutes  high-quality  dieilysis  care.  In 
a  fiercely  competitive  marketplace,  driven  by 
cost  containment,  this  statement  on  the  qual- 
ity of  care  is  intended  to  serve  as  a  catalyst  to: 

1.  Protect  the  care  and  welfare  of  the  patient 
while  facilitating  the  process  of  providing 
optimal  treatment  outcomes. 

2.  Assume  fiscal  responsibility  to  hold  costs  at 


a  minimum  while  at  the  same  time  assuring 
the  quality  of  the  services  rendered. 
3.  Provide  a  basis  for  an  integrated  informa- 
tion system  that  will  allow  the  develop- 
ment of  a  partnership  between  consumers, 
professionals,  and  pro\dders  who  share  the 
common  goal  of  optimal  care. 
To  achieve  these  goals  will  take  the  coopera- 
tive effort  of  all  three  constituents  of  the 
system:  the  patient,  the  delivery  system,  the 
provider. 

The  Patient 

ESRD  patients  receiving  dialysis  must  be 
treated  in  a  holistic  manner  by  a  qualified  and 
adequately  staffed  multidisdplinary  health  care 
team,  which  includes  the  patient  as  a  responsible 
member  of  the  team.  The  care  delivered  must 
be  predictable,  comfortable,  and  compassion- 
ate, and  should  maximally  increase  life  expec- 
tancy and  reduce  the  need  for  hospitalization. 
To  this  end,  patients  must  be  active  and 
informed  participants  in  all  aspects  of  their 
care,  including  the  choice  of  treatment  modal- 
ity. As  active  members  of  the  health  care  team, 
they  must  in  turn  be  responsible  and  account- 
able for  treatment  outcomes,  so  far  as  they  are 
psychologically  and  physically  capable. 

Several  patient-related  factors  cannot  be 
changed,  but  with  due  recognition  and  dili- 
gence can  be  ameliorated.  As  a  rule,  they  will 
demand  increased  attention,  closer  monitor- 
ing, and  committed  resources  to  optimize 
quality  of  care: 

•  Age,  at  its  both  extremes,  with  its  attendant 
social,  fiscal  and  physical  demands. 

•  Comorbid  conditions  such  as  coronary  ar- 
tery disease,  congestive  cardiomyopathy, 
hypertension,  diabetes,  hyperlipidemia,  ar- 
rhythmias, and  malignancies. 

•  The  patients'  perception  of  their  physical 
and  emotional  needs  and  their  satisfaction 
with  the  quality  of  dialysis  care.  These  can 
and  should  be  assessed  by  proper  tools, 
compared  with  facility  staffing  characteris- 
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tics,  and  satisfactorily  resolved  to  the  extent 
possible. 

•  Social  and  nutritional  needs,  either  pre- 
existing or  brought  about  by  the  demands 
of  ESRD  and  its  treatment  must  be  ad- 
dressed by  qualified,  trained,  and  licensed 
individuals  with  access  to  the  crucial  re- 
sources that  are  necessary  to  resolve  them. 

The  Delivery  System 

Factors  that  affect  the  quality  of  care  but  are 
related  to  the  delivery  of  dialysis  care  itself  are 
more  readily  amenable  to  change  than  patient- 
related  factors,  but  will  require  additional 
resources,  scientific  validation,  and  improved 
technology.  Some  of  the  standards  of  ad- 
equacy of  dialysis  have  been  established,  sev- 
ered are  in  the  process  of  being  formulated, 
and  others  must  await  scientific  data  to  be 
established.  None  of  these  standards  or  guide- 
lines, however,  will  be  able  to  improve  the 
quality  of  care  optimally  unless  they  are  moni- 
tored closely  <md  supported  adequately.  To 
this  end  a  uniform  system  of  continuous 
quiility  improvement  measures  should  be  in 
place  and  supported  by  adequate  instruc- 
tional information,  and,  where  justified,  ac- 
countable increased  funding  resources.  The 
ultimate  outcome  must  be  continued  reduc- 
tion in  mortality  and  morbidity.  The  principal 
issues  that  require  immediate  attention  are: 

•  Dose  and  duration  of  dialysis,  which  is 
optimal,  individualized,  and  adequately 
monitored.  (KtfV  >  1.2  for  hemodialysis, 
weekly  Kt/V  >  1.85  for  peritoneal  dialysis). 
The  appropriate  KtA^  dose  for  pediatric  pa- 
tients remains  to  be  determined. 

•  Water  purity  and  individually  tailored  dialy- 
sate  composition. 

•  Controlled  ultnifiltration  systems  that  mini- 
mize adverse  reactions  on  hemodialysis. 

•  Reuse  procedures  that  conform  to  AAMI  stan- 
dards. 

•  Optimal  membrane  characteristics  of  biocom- 
patibility  and  flux 

•  Improved  functioning  of  vascular  access  with 
adequate  preventative  measures  that  are  essen- 
tial to  reduce  hospitalization. 

•  A  hematocrit  level  that  is  physiologically  opti- 
mal (34%  to  36%). 


•  Adequate  protein  (>1  g/kg/d)  and  caloric 
(^30  to  35  kcal/kg/d)  intake,  closely  moni- 
tored nutritional  status  (albunun  >  35  g/dL), 
and  stable  weight. 

•  Careful  monitoring  and  appropriate  treatment 
for  bone  disease. 

•  Adequate  staffing  for  the  provision  of  care  by 
qualified,  certified,  competent,  and  caring  per- 
sonnel (nephrologists,  nurses,  technicians,  cieti- 
tians,  social  woiicers),  at  a  level  appropriate  to 
the  acuity  of  the  patient  jxjpulation. 

•  Easy  access  to  functional  and  vocational  reha- 
bilitative training  programs. 

•  Improved  technology  and  training  to  reduce 
infectious  complications. 

•  Adoption  of  a  program  for  Advanced  Direc- 
tives. 

•  Institution  of  an  educational  program  covering 
treatment  options,  initiation,  and  withdrawal 
of  renal  replacement  therapy. 

•  A  system  for  continuous  quality  improvement 
for  aU  of  the  above. 

The  Provider 

A  third  set  of  factors  that  affects  the  quality  of 
dialysis  care  is  related  to  the  regulatory  and 
funding  component.  The  ESRD  program  in 
the  United  States  has  been  our  first  experi- 
ment with  principally  a  single-payer  mediced 
care.  It  is  also  our  first  example  of  potentied 
pitfalls  of  this  approach.  The  annual  costs  of 
this  program  have  increased  steaddy  only 
because  the  number  of  patients  kept  alive  by  it 
has  increased.  The  actual  reimbursement  rate 
per  individual  course  of  treatment  has  steaddy 
declined.  Past  reductions  in  reimbursement 
have  been  instituted  without  due  consider- 
ation or  analysis  of  their  impact  on  outcome, 
morbidity,  and  mortality.  This  must  be  re- 
evaluated and  resolved. 

The  following  people  were  on  the  commit- 
tee that  developed  the  policy  statement: 
Garabed  Eknoyan,  MD,  Chair 
Debra  Barkman,  RN,  BS,  CNN 
Joyce  Ezaki-Yamaguchi,  RD,  CS 
Joseph  Letteri,  MD 
Nathan  Levin,  MD 
Peter  Lundin,  MD 
Wdliam  McQellan,  MD 
Rosa  Rivera-Mizzoni,  MS,  RD,  LD 
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AT  ITS  SEPTEMBER  14,  1990  meeting,  the 
.National  Kidney  Foundation  (NKF)  Public 
Policy  Committee  focused  on  the  increasing  pro- 
portion of  patient  care  services  delivered  by  tech- 
nicians. Similarly,  the  committee  for  the  Study 
of  the  Medicare  End  Stage  Renal  Disease  Pro- 
gram appointed  by  the  Institute  of  Medicine 
noted: 

"Data  strongly  suggest  that  decreased  reimbursement  has 
led  to  decreased  staffing  in  dialysis  units  (and)  to  shifts 
from  nurses  so  technicians  .  .  .  There  is  no  evidence 
that  these  changes  in  staging  patterns  have  aifected  quality 
(of  patient  care).  However,  professional  opinion  favors 
this  contention. 

At  the  conclusion  of  its  deliberations,  the  NKF 
Public  Policy  Committee  recommended  that  the 
President  of  the  Foundation  appoint  a  special  task 
force  on  dialysis  technicians.  Such  a  group  would 
be  asked  "to  review  public  policy  options  and 
make  recommendations  concerning  job  descrip- 
tions for  dialysis  technicians,  as  well  as  standards 
for  training  and  possible  mechanisms  for  certi- 
fication." 

Based  on  this  recommendation,  Saulo  KJahr, 
MD,  then  President  of  the  NKF,  appointed  a 
group  representative  of  nursing,  technology, 
medicine,  and  administration,  which  met  on 
Sunday,  December  2,  1990,  and  was  chaired  by 
Tom  Parker,  MD.  At  the  same  time,  the  Amer- 
ican Nephrology  Nurses'  Association  (AN'NA), 
and  the  National  Association  of  Nephrology 
Technologists  (NANT)  assembled  a  task  force  to 
study  this  issue. 

At  December  1990  meetings,  these  groups 
agreed  to  study  State  Nurse  Practice  Acts,  sample 
job  descriptions  and  outlines  of  representative 
training  programs  for  dialysis  technicians,  and 
summaries  of  the  ways  other  specialties  have  dealt 
with  the  issue  of  unlicensed  practitioners.  The 
NFK  committee  drafted  a  technician  patient  care 
role  description  and  a  list  of  minimum  curricu- 
lum components  based  on  a  position  statement 
developed  earlier  by  NANT.  The  drafts  were 
widely  circulated,  heavily  revised,  and  presented 
to  the  ANNA/NANT  group.  At  November  199 1 
meetings,  the  ANNA/NANT  task  force  also  de- 
cided to  invcstigaic  practice  modtis  with  the  goal 
of  preparing  global  recommendations  on  the  roles 
of  all  care  givers  in  nephrology.  The  goal  was  to 


prepare  a  joint  statement  on  technician  practice 
early  in  1992. 

At  a  meeting  held  in  Chicago  on  .April  30.  it 
was  announced  that  the  ANNA  board  of  directors 
had  decided  not  to  continue  with  the  technician 
project.  Instead,  the  association  would  concen- 
trate on  developing  a  research-based  practice 
model  for  nephrology  nursing.  NANT  an- 
nounced that  its  board  of  directors  had  decided 
to  issue  a  position  paper  encompassing  the  entire 
scope  of  the  nephrology  technologist  role.  Neither 
organization  objected  to  an  NKF  publication  of 
the  patient  care  role  description  and  curriculum, 
as  long  as  revisions  made  by  the  task  force  were 
kept. 

INTRODUCTION 

A  review  of  State  Nurse  Practice  Acts  indicates 
that  no  legal  barriers  exist  to  the  articulation  of 
a  role  description  for  dialysis  technicians  based 
on  existing  practice  patterns.  The  notable  excep- 
tion is  the  administration  of  medications.  The 
NKF  does  not  take  exception  to  the  administra- 
tion of  routine  medications  by  dialysis  techni- 
cians, but  understands  that  local  law  may  prohibit 
some  activities.  The  NKF  Committee  recognizes 
differences  in  state  nursing  and  medical  practice 
acts  and  regulations  promulgated  by  state  legis- 
latures and  health  departments.  This  document 
is  meant  to  support  existing  lav/s  and  regulations. 
Each  facility  will,  of  course,  comply  with  appli- 
cable regulations.  While  it  is  possible  to  agree  on 
an  outline  of  components  for  a  model  training 
program  for  dialysis  technicians  who  function  in 
patient  care  roles,  it  may  be  premature  to  make 
recommendations  concerning  certification. 

The  dialysis  patient  care  technician  role  de- 
scription and  curriculum  outline  that  follow  at- 
tempt to  define  a  person  who,  under  supervision, 
performs  safe,  effective,  and  adequate  hemodi- 
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alysis  treatments.  The  technician  is  not  intended 
to  be  a  "nurse  substitute,"  or  an  economical  al- 
ternative to  a  biomedical  specialist.  The  elements 
of  the  job  description  and  training  outline  are 
meant  to  supply  basic  skills  and  knowledge  to 
people  who  provide  dialysis  treatments  as  part  of 
a  team.  The  NKF  Technician  Task  Committee 
was  charged  with  determining  a  job  description 
and  outline  of  training  program  that  refers  to  a 
person  who  provides  safe  and  adequate  dialysis 
treatments  under  supervision.  It  is  the  goal  of  the 
NKF  that  such  supervision  be  provided  by  a  reg- 
istered nurse. 

In  the  interest  of  defining  the  technician  as 
broadly  as  practical,  to  permit  flexibility  over 
time,  and  allow  individualization,  detail  in  job 
elements  and  curriculum  outline  is  minimal. 
Certain  items  are  included  because  background 
information  is  necessary  for  the  technician  to 
understand  the  broader  picture  of  hemodialysis, 
not  because  it  is  expected  that  they  will  be  expert 
in  these  concepts.  For  example,  anatomy,  phys- 
iology, and  pathophysiology  as  referred  to  in  the 
outline  are  intended  to  provide  a  basic  under- 
standing of  what  it  is  dialysis  is  supposed  to  ac- 
complish. A  technician  must  understand  what 
patients  will  be  dealing  with  in  terms  of  symptoms 
and  clinical  signs  if  that  person  is  to  report  effec- 
tively to  the  supervising  Registered  Nurse.  If  the 
technician  is  to  provide  safe  and  effective  dialysis 
treatments,  he  or  she  must  have  a  global  under- 
standing of  the  systems  and  processes  involved. 

Individual  facilities  will  adapt  the  outline  to 
their  programs,  but  basic  knowledge  of  causes 
and  outcomes  related  to  end-stage  renal  disease 
(ESRD)  is  within  the  scope  of  unhcensed  per- 
sonnel. The  intent  is  net  to  create  a  category  of 
care-giver  or  infringe  on  praaice  domains  of  oth- 
ers. That  some  technician  duties  outiiped  in  the 
job  description  overlap  with  parts  of  some  states' 
definitions  of  nursing  is  coincidental.  There  is 
overbp  in  most  health  care  roles.  Nurses  recog- 
nize, for  example,  a  safe  dose  of  a  narcotic  an- 
algesic, or  a  drug  level  in  a  toxic  range,  or  ab- 
normal electrolytes,  or  symptoms  of  a  "medical" 
emergency.  That  knowledge  does  not  make  them 
physicians,  nor  does  appropriate  response  mean 
that  they  are  practicing  medicine.  The  important 
concept  is  that  a  team  cares  for  the  patient.  If  the 
technician  is  to  report  unusual  occurrences  to 
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team  members,  he  or  she  must  be  able  to  differ- 
entiate the  usual  from  the  unusual. 

Water  treatment,  quality  assurance,  and  qual- 
ity control  may  not  be  the  purview  of  patient 
care  staff  in  larger  units.  In  smaller  units,  profes- 
sionals and  nonprofessionals  may  overlap  duties 
in  many  patient  care  and  some  plant  safety  areas. 
Everyone  who  dializes  needs  to  know  what  con- 
stitutes safe  water,  problems  with  quality,  and 
safety  issues.  We  may  not  all  need  to  know  how 
to  achieve  American  Association  of  Medical  In- 
strumentation (AAMI)  water,  but  surely  we 
should  understand  the  complications  that  can 
occur  when  water  is  impure,  when  sterilant  is  not 
carefully  rinsed,  when  conductivity  errors  occur, 
or  when  safety  systems  malfunction.  The  purpose 
of  including  these  elements  in  the  outline  is  to 
provide  broad  guidance  to  facilities,  organiza- 
tions, or  others  involved  in  technician  education 
in  order  for  curricula  to  be  tailored  to  individual 
facility  needs. 

The  Committee  believes  that  the  included  ele- 
ments listed  need  to  be  addressed  for  all  patient 
care  technicians.  The  depth  will  be  determined 
by  the  original  preparation  of  the  orientee,  the 
actual  working  job  description  of  the  dialysis 
technician,  and  the  needs  of  the  facility. 

DIALYSIS  TECHNICIAN  PATIENT  CARE 
ROLE  DESCRIPTION 

Dialysis  technicians  practice  in  multiple  roles. 
In  patient  care  roles,  the  technician's  primary  re-  / 
sponsibilities  include  assisting,  under  supervision, 
in  the  care  of  patients  undergoing  hemodialysis 
treatments.  It  is  the  goal  of  the  NKF  that  such 
supervision  be  provided  by  a  registered  nurse. 

Qualifications:  High  school  diploma  or  equiv- 
alency. 

Experience:  Courses  in  basic  sciences.  Previous 
health  care  experience  (such  as  Certified  Nurses' 
Aide  or  medical  technician/technologist). 

Reporting  relationships:  Reports  directly  to  the 
registered  nurse.  Adheres  to  all  applicable  regu- 
lations, statutes,  and  practice  acts. 

The  technician: 

1 .  Assembles  necessary  supplies. 

2.  Prepares  dialysate  according  to  established 
procedures  and  the  dialysis  prescription. 

3.  Assembles  and  prepares  the  dialysis  extra- 
corporeal circuit  according  to  protocol  and 
dialysis  prescription.  Installs  and  rinses  di- 
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alyzer  and  all  necessary  tubing.  Tests  mon- 
itors and  alarms,  conductivity,  and  absence 
of  residual  sterilants.  Sets  monitors  and 
alarms  according  to  unit  and  manufacturer 
protocols. 

4.  Obtains  predialysis  vital  signs,  weight,  and 
temperature  according  to  unit  protocol  and 
informs  the  nurse  of  unusual  findings. 

5.  Inspects  access,  administers  local  anes- 
thesia, performs  venipuncture,  and  initiates 
dialysis  according  to  established  protocol, 
prescription,  and  universal  precautions  as 
permissible  by  state  law.  Reports  unusual 
findings  to  the  registered  nurse. 

6.  Determines  clotting  times  and  administers 
anticoagulants  according  to  unit  protocols 
and  prescription  as  permissible  by  state  law. 

7.  Measures  and  adjusts  blood  flow  rates  fol- 
lowing established  protocols  and  prescrip- 
tion. 

8.  Calculates  and  adjusts  fluid  removal  rates 
according  to  established  protocols  and  pre- 
scription. 

9.  Monitors  patient  and  equipment,  reporting 
unusual  occurrences  to  the  registered  nurse. 
Changes  fluid  removal  rate,  patient  posi- 
tion, and  administers  replacement  saline  as 
directed  by  the  nurse,  physician  order,  or 
unit  protocol. 

10.  Documents  findings  and  actions  on  the 
appropriate  flow  sheet  per  unit  protocol. 

1 1 .  Monitors  equipment  for  safe  and  proper 
functioning.  Responds  to  alarms,  making 
appropriate  adjustments. 

12.  Responds  appropriately  to  dialysis-related 
emergencies  such  as  cardiac  or  respiratory 
arrest,  needle  displacement  or  infiltration, 
clotting  episodes  blood  leaks,  air  emboli, 
etc.  Initiates  cardiopulmonary  resuscita- 
tion (CPR). 

13.  Discontinues  dialysis  and  establishes  he- 
mostasis  following  unit  protocol.  Inspects, 
cleans,  and  dresses  access  according  to  unit 
protocol.  Reports  unusual  findings  and 
occurrences  to  the  registered  nurse. 

14.  Obtains  and  records  postdialysis  vital 
signs,  temperature,  and  weight. 

15.  Discards  supplies  and  sanitizes  equipment 
according  to  manufacturer  and  unit  pro- 
tocol. 
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16.  Communicates  emotional,  medical,  psy- 
chosocial, and  nutritional  concerns  to  the 
registered  nurse. 

17.  Maintains  professional  conduct,  good 
communication  skills,  and  confidentiality 
in  the  care  of  patients.  Panicipates  in  the 
multidisciplinary  process. 

18.  Collaborates  with  the  registered  nurse  in 
identifying  and  meeting  patient  education 
goals. 

DIALYSIS  TECHNICIAN  MINIMUM 
CURRICULUM  COMPONENTS  FOR  THE 
TECHNICIAN  PROVIDING  PATIENT  CARE 

The  following  outline  lists  elements  necessary 
in  a  curriculum  for  preparing  technicians  in  the 
patient  care  aspects  of  the  dialysis  technician  role. 

1 .  Introduction  to  dialytic  therapies:  History 
and  major  issues 

A.  History  of  dialysis 

B.  Definitions  and  terminology 

C.  Communication  skills 

D.  Ethics,  confidentiality 

E.  Multidisciplinary  process 

F.  Roles  of  other  team  members 

G.  Information  about  related  organizations 

2.  Principles  of  hemodialysis 

A.  Principles  of  dialysis 

B.  Access  to  the  circulatory  system 

C.  Anticoagulation,  local  anesthetics,  saline 

3.  The  person  with  kidney  failure 

A.  Basic  renal  anatomy,  physiology,  ele- 
mentary pathophysiology 

B.  The  effect  ofrenal  failure  on  other  body 
systems 

C.  Symptoms  and  findings  related  to  the 
uremic  state 

D.  Modes  of  renal  replacement  therapy,  in- 
cluding transplantation 

E.  Elementary  renal  nutrition 

F.  Psychosocial  aspects  of  ESRD:  concrete 
vs  counseling  services 

4.  Dialysis  procedures 

A.  Technical  aspects  of  dialysis:  operation 
and  monitoring  of  equipment,  initiation 
and  termination  of  dialysis 

B.  Glucose  monitoring,  hemoglobin/he- 
matocrit  monitoring,  anticoagulation 
monitoring 
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C.  Elementary  bacteriology,  aseptic  tech- 
nique, sterile  technique,  specimen  han- 
dling,' universal  precautions 

D.  Emergency  procedures  and  responses 
such  as  CPR,  air  embolism  manage- 
ment, line  separation  response 

E.  External  and  internal  disasters:  fire,  nat- 
ural disasters,  emergency  preparedness 

F.  Safety,  quality  control,  quality  assurance 

G.  Basic  documentation 

5.  Hemodialysis  devices 

A.  Conventional,  high  efficiency,  high  flux: 
theory/practice 

B.  Dialysate  composition,  options,  indica- 
tions, complications,  safety 

C.  Monitoring  and  safety 

D.  Disinfection  of  equipment 

6.  Water  treatment 

A.  Standards  and  regulations 

B.  Systems  and  devices 

C.  Monitoring 

D.  Rationales 

7.  Reprocessing,  if  applicable 
A.  Principles  of  reuse 
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B.  Safety,  quality  control,  universal  pre- 
cautions, water  treatment 

C.  Issues:  overview 

8.  Patient  teaching 

A.  Role  of  the  technician  in  supporting  pa- 
tient education  goals 

B.  Principles  of  learning 

1 .  Hemodialysis  principles 

2.  Interpretation  and  reporting  of  symp- 
toms during  dialysis  (ie  vital  signs) 

9.  Infection  control  and  safety 

A.  Risks  to  patients — nosocomial  infec- 
tions, accidents 

B.  Risks  to  employees — universal  precau- 
tions 

C.  Electrical,  fire,  disaster,  environmental 
safety,  hazardous  substances 

10.  Quality  assurance/contihuous  quality  im- 
provement (QA/CQI) 

A.  Role  of  the  technician  in  quality  assur- 
ance activities 

B.  Principles  of  QA/CQI 

C.  Importance  on  ongoing  quality  control 
activities  in  dialysis 
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The  American  Nephrology  Nurses'  Association  (ANNA)  is  the  largest  professional 
nephrology  group  in  the  United  States  representing  over  1 1 ,000  nurses  dedicated  to  improving 
the  care  of  nephrology  and  kidney  transplant  patients.  ANNA  welcomes  the  opportunity  to 
submit  a  written  statement  to  the  Special  Committee  on  Aging  regarding  the  quality  of  care 
provided  for  End  Stage  Renal  Disease  (ESRD)  patients  in  the  United  States.  We  want  to 
work  with  Congress  to  increase  the  quality  of  care  for  the  300,000  ESRD  patients  throughout 
this  country. 

ESRD  patients  are  sicker  today  and  have  more  co-morbidities  than  in  the  past.  The  ESRD 
population  will  also  increase  due  to  our  aging  population.  In  addition,  this  entire  country  is 
facing  a  severe  nursing  shortage  and  it  is  doubtful  this  will  end.  Due  to  this  shortage  and 
pressure  for  budgetary  cuts,  there  is  more  reliance  on  technicians  in  dialysis  facilities.  Over 
the  past  few  years,  the  nephrology  community  has  had  to  cope  with  Medicare  payments  to 
dialysis  facilities  that  have  outpaced  inflation.  This  has  affected  the  provision  of  a  sufficient 
and  appropriate  mix  of  labor  resources  in  dialysis  facilities.  Reimbursement  levels  are 
imposing  upon  the  provision  of  services  and  supplies.  All  of  these  factors  jeopardize  ESRD 
patients'  access  to  services  and  care.  Because  of  these  changes,  we  have  seen  increased 
patient-staffing  ratios;  more  technicians  utilized;  and  reuse  of  some  supplies.  The  renal 
community  is  constantly  coping  with  maintaining  high  st£indards  of  care  despite  increasing 
restraints  in  which  to  maintain  this  same  quality  of  c^ye. 
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As  nurses  caring  for  nephrology  patients,  we  are  particularly  concerned  with 

•  maintaining  quality  care; 

•  who  is  providing  the  care  and  education  that  ESRD  patients  receive; 

•  ESRD  patients'  access  to  care  in  rural  areas; 

•  the  scope  and  timeliness  of  data  collected  by  the  ESRD  networks;  and 

•  the  provision  of  quality  care  in  dialysis  facilities. 

ANNANS  Recommendations  for  Improvements  to  the  ESRD  Program  to  Assure  Quality 
of  Care      '  ""       '  ^ 

1 .  Improve  data  gathering  and  sharing  of  information  between  the  18  ESRD  Networks 
and  state  survey  agencies.  The  means  of  gathering  and  sharing  data  among  the  ESRD 
Networks  is  out-dated.  Better  use  by  computer  for  the  collecting  and  sharing  of  data  must 
be  made  available.  There  must  be  accurate  maintenance  of  records  and  statistics  of  the 
number  of  patients  receiving  dialysis,  along  with  the  number  of  admissions  and  reasons 
for  ESRD  patients'  admittance  to  inpatient  units.  There  must  be  better  tracking  of  the 
complications  that  patients  have  while  on  dialysis,  such  as  access  problems,  cardiac 
complications,  strokes,  gastrointestinal  bleeds  and  other  morbidities  that  they  experience 
in  community  settings  that  may  cause  hospital  admissions. 

All  data  gathered  must  be  timely  to  be  truly  helpful  in  changing  procedures,  protocols  and 
policies  for  ESRD  patients.  Data  that  is  two  years  old  cannot  effectively  provide  quality 
care.  Data  collection  on  who  is  providing  care  for  dialysis  patients,  including  the  number 
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of  advanced  nurse  practitioners  and  their  responsibilities,  in  the  various  settings  is  crucial. 
Data  that  is  gathered  must  be  shared  in  more  efficient  and  meaningful  ways  than  what  is 
currenUy  in  place.  ANNA  also  wants  to  assure  that  those  providing  care  to  ESRD  patients 
is  appropriate  and  safe.  Who  is  providing  care  to  patients  and  staffing  ratio  information  is 
crucial. 

2.  There  should  be  a  better  means  to  ensure  state  surveyors  are  well  trained,  that  there 
is  timely  and  sufficient  monitoring  of  dialysis  facilities,  and  that  meaningful  follow- 
up  for  facilities  with  deficiencies  is  carried  out.  There  must  be  means  to  provide 
surveyors  with  more  power  to  investigate  complaints  and  provide  meaningful  follow-up 
and  revisions  for  known  violations  found  in  facilities.  ANNA  is  extremely  concerned 
about  the  lack  of  power  given  to  surveyors  and  the  backlog  that  exists  for  surveys  of 
dialysis  centers.  If  a  patient  reports  questionable  activities  or  concerns  at  a  dialysis  center 
and  a  surveyor  makes  a  site  visit  validating  a  problem,  the  surveyor  is  powerless  to 
enforce  any  needed  changes.  The  current  system  does  not  assist  in  meaningful 
transformation  of  centers  giving  less  than  quality  care,  solutions  to  obvious  problems  or 
assure  necessary  changes  are  enforced  for  centers  with  violations. 

Many  states  are  experiencing  a  backlog  of  facilities  that  should  be  surveyed.  There  are 
not  enough  trained  surveyors  to  carry  out  needed  work,  and  surveys  should  be  done 
approximately  ever>'  three  years.  In  order  for  ESRD  patients  to  receive  quality  care  and 
continue  that  quality,  there  must  be  a  mechanism  for  enforcement  once  a  sur\'eyor  finds 
violations.  Education  and  follow-up  of  facilities'  staff  is  necessary  to  assure  change.  The 
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possibility  of  statutory  requirement  of  ESRD  facilities  would  assure  that  certification 
surveys  and  follow-up  inspections  occur.  Increased  options  for  dealing  with  deficient 
facilities  must  be  tackled  with  better  follow  up  and  education  or  penalties.  ANNA  is 
hesitant  to  recommend  monetary  penalties  due  to  its  possible  detriment  to  patients  and 
access  of  care. 

ANNA  believes  that  RN's  must  be  the  health  care  professionals  directing  the 
education  process  for  ESRD  patients  regarding  dialysis,  peritoneal  dialysis  and  the 
education  of  technicians.  RN's  provide  essential  education  to  ESRD  patients  regarding 
their  diagnosis,  dialysis,  prevention  of  complications,  treatments,  medications  and  care  of 
access  devices.  Those  patients  using  peritoneal  dialysis  should  receive  their  information 
fromaRN.  In  addition,  RN's  must  be  the  key  individuals  to  provide  education  and 
oversight  to  technicians.  Because  RN  staffing  ratios  are  stretched  to  the  limit  in  many 
facilities,  it  is  becoming  increasingly  difficult  to  provide  all  the  education  that  patients 
need  initially  and  on  a  continual  basis.  This  education  should  not  be  delegated  to 
technicians,    i.  -,^-^-:^;,  ,,,,  ^.^j 

ANNA  is  also  concerned  about  the  training,  standards  and  qualifications  that  technicians 
must  have  and  the  variances  that  occur  from  state  to  state.  ANNA  believes  that  RN's 
must  oversee  the  educational  standards  for  technicians  to  ensure  competency  and  quality 
control  for  the  care  technicians  provide. 
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ANNA  also  acknowledges  the  increased  staffing  problems  that  may  occur  in  rural  areas. 
ANNA  urges  Congress  to  make  meaningful  inroads  to  address  the  nursing  shortage  by 
increased  educational  funding  for  schools  of  nursing  and  advanced  practice  nurses.  In 
addition,  an  annual  inflation  formula  applied  to  the  composite  rate,  resulting  in  an  aimual 
update  of  this  payment,  would  assist  in  compensating  for  staff  salaries  and  administrative 
costs.  This  would  assist  in  providing  an  adequate  number  of  RN's  in  dialysis  facilities. 
HCFA  has  no  authority  to  do  this.  This  change  in  the  formula  for  an  annual  update  must 
come  from  Congress. 

3.  ANNA  is  concerned  with  the  rate  of  infections  in  the  various  access  devices  for 
dialysis.  There  are  insufficiencies  in  tracking  the  number  of  infections  and  clotting 
problems  for  the  access  devices  used  in  ESRD  patients.  There  must  be  more  data  on  this 
issue  to  effectively  assess  the  types  of  patients  vjho  develop  infection,  lapses  in  sterility, 
reasons  for  infection  and  prior  or  on-going  patient  education  to  prevent  infection  to  better 
identify  problems  and  overcome  them.  In  addition,  other  morbidities,  such  as  diabetes, 
make  a  significant  difference  in  the  rate  of  infection  in  ESRD  patients.  If  improvements 
in  teaching,  care  and  prevention  of  infection  are  to  take  place,  the  renal  community  must 
know  how  other  issues  and  morbidities  interact  with  the  rate  of  infection  in  various 
devices.  In  addition,  clotting  problems  have  increased  for  various  reasons.  Timely 
correction  of  clotting  problems  or  other  vascular  access  problems  must  occur,  such  as 
doppler  flow  studies  and  timely  referrals. 
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4.  ANNA  wants  to  assure  the  quality  of  care  for  ESRD  patients  enrolled  in  managed 
care,  and  opposes  a  repeal  of  Section  1876  of  the  Social  Security  Act  prohibiting 
Medicare  ESRD  beneficiaries  from  participating  in  managed  care  plans.  ANNA 

;   wants  to  assure  that  ESRD  patients  have  access  to  specialty  care  in  a  timely  and  consistent 
manner,  appropriate  referral  processes  and  early  intervention  for  those  who  cire  in  a  pre- 
renal state.  - 

ANNA  looks  forward  to  working  with  Congress  and  HCFA  to  accomplish  these  important 
goals  to  improve  the  care  provided  for  ESRD  patients.  Thank  you  for  this  opportunity  to 
present  our  comments  here,   j^^;,,,  ,;. 
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Fresenius  Medical  Care 

June  23, 2000 

The  Honorable  Charles  Grassley,  Chairman 
Special  Committee  on  Aging 
United  State  Senate 
Washington,  DC  20510 

Dear  Mr.  Chairman: 

I  am  writing  on  behalf  of  Presenilis  Medical  Care-North  America  to  express  our  support  for  a 
thoughtful  re-evaluation  of  the  current  Medicare  End  Stage  Renal  Disease  (ESRD)  program. 

As  you  know,  Subpart  U  of  the  Medicare  regulations  estabUshes  the  basic  operating  standards 
for  dialysis  facilities  in  this  country.  These  standards  have  not  been  significantly  modified  for  more 
than  20  years.  As  a  result,  the  regulatory  structure  which  currently  governs  the  day-to-day  operation  of 
U.S.  dialysis  facilities  has  not  kept  pace  with  advances  in  patient  care  and  management.  Similarly,  the 
composite  rate  paid  by  Medicare  to  support  basic  dialysis  services  has  only  been  increased  twice  since 
1 983.  In  real  dollar  terms,  the  rate  of  reimbursement  has  actually  declined  substantially  over  that 
period. 

Clearly,  the  time  has  come  for  the  Congress  and  HCFA  to  join  with  the  dialysis  community  in 
imdertaking  a  broad-based  re-evaluation  of  the  structure  and  focus  of  the  Medicare  ESRD  program. 
The  goal  of  this  effort  should  be  to  bring  the  program  up  to  date  with  recent  medical  and  technical 
innovations  as  well  as  outcomes-oriented  evaluation.  Although  great  progress  has  been  made  in  the 
last  decade  in  improving  the  quahty  of  care  furnished  to  ESRD  patients,  further  improvements  can  and 
should  be  made.  To  achieve  this  end,  it  is  important  that  both  regulatory  and  reimbursement  policies 
be  carefully  aligned  to  promote  innovation  and  improved  quality  outcomes  for  ESRD  patients. 

Some  of  the  recommendations  that  we  expect  to  be  presented  to  the  Committee  during  its 
hearing  on  ESRD  quality  next  week  should  offer  a  foundation  for  a  constructive  discussion  of  program 
improvements. 

1 .   Standardization  of  Outcome  Measures.  We  support  the  use  of  standardized  outcomes-based 
quality  measures  to  assess  the  performance  of  individual  dialysis  facilities.  Dialysis  providers, 
nephrologists  and  other  renal  healthcare  professional  should  be  involved  with  HCFA  in 
developing  such  measures  based  on  recognized  medical  and  clinical  criteria.  Measures  should 
focus  on  key  indicators  of  medical  outcomes  and  patient  well-being.  The  clinical  performance 
measures  developed  by  HCFA,  as  well  as  the  parameters  addressed  in  the  Dialysis  Outcomes 
Quality  Initiative  (DOQI)  supported  by  the  National  Kidney  Foundation,  should  be  used  as  a 
starting  point  for  discussion.  At  a  minimum,  parameters  addressing  the  adequacy  of  dialysis 
treatment  (both  hemodialysis  and  peritoneal  dialysis),  anemia  management,  nutritional  status, 
patient  mortality  and  hospitalization,  and  vascular  access  should  be  included  in  any  new 
program. 
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Mechanisms  for  collecting  and  reporting  data  should  be  transparent  to,  and  fully  understood  by, 
all  affected  parties.  Reasonable  opportunities  to  correct  data  input  or  reporting  errors  should  be 
built  into  the  process. 

2.  Accountability  for  Patient  Outcomes.  We  support  the  proposition  that  dialysis  facilities  and 
treating  nephrologists  should  be  held  accountable  for  the  quality  of  renal  care  delivered  to 
patients.  It  would  be  appropriate  to  revise  the  Medicare  conditions  of  coverage  described  in 
Subpart  U  to  confirm  this  important  principle.  Providers  and  nephrologists  should  be  involved 
in  developing  effective  administrative  mechanisms  for  enforcing  accountability  through  site 
surveys  as  well  as  public  disclosure  of  comparative  quality  performance  measures.  We  believe 
that  making  standardized  performance  data  on  individual  dialysis  facilities  publicly  available  to 
patients  and  physicians  will  exert  a  powerful  incentive  for  quality  improvement  by  those 
facilities. 

3.  Patient  Complaints.  Dialysis  facilities  should  work  cooperatively  with  the  existing  Renal 
Networks  and  State  agencies  to  address  patient  concerns  and  complaints  in  a  fair  and  timely 
maimer.  We  support  a  further  integration  and  coordination  of  these  efforts.  HCFA  and  the 
Networks  should  work  with  dialysis  providers  and  nephrologists  to  improve  patient  education 
and  av/areness  of  grievance  options.  For  example,  patients  should  have  the  ability  to  bring 
questions  or  concerns  about  the  operation  of  a  dialysis  facility  to  the  Director  of  Nursing  or  the 
Medical  Director.  Patients  also  need  to  be  informed  of  available  dialysis  facilities  near  their 
homes  and  to  have  a  mechanism  to  voice  concerns  when  they  are  referred  past  nearby  dialysis 
units  for  the  convenience  or  economic  benefit  of  physicians  or  medical  centers.  In  addition,  we 
believe  that  dedicated  renal  "Hotlines"  should  be  established  at  a  State  or  Network  level  to  give 
patients  an  additional  option  for  voicing  concerns  on  a  confidential  basis  if  they  wish. 

It  is  important  that  complaints  and  grievances  be  evaluated  by  qualified  healthcare  persormel. 
The  focus  should  be  on  problem-solving,  not  paperwork.  Where  complaints  are  based  on 
patients  misunderstanding  of  the  treatment  process  (i.e.  frustration  with  the  length  of  dialysis 
sessions  prescribed  by  the  nephrologist),  physicians  and  dialysis  facility  staff  should  be 
encouraged  to  place  more  emphasis  on  patient  education  and  communication.  In  other 
instances,  involving  failure  to  meet  established  standards  of  practice  or  care,  more  direct 
remedial  action  may  be  required.  Dialysis  facilities  should  be  expected  to  maintain  complaint 
files  in  good  order  and  with  proper  documentation  of  effective  investigation  and  follow 
through. 

4.  Site  Surveys.  We  support  the  establishment  of  minimum  cycles  for  conducting  Medicare  site 
surveys  of  existing  dialysis  facilities.  Many  State  agencies  lack  the  resources  to  hire  qualified 
personnel  to  perform  surveys  on  a  regular  basis.  This  must  be  corrected  and  HCFA  must  be 

.  prepared  to  assume  appropriate  financial  responsibility  for  doing  so.  We  also  support  greater 
involvement  by  the  ESRD  networks  in  the  survey  process.  Nephrologists,  dialysis  providers 
and  other  renal  healthcare  professionals  should  be  encouraged  to  take  an  active  role  in 
improving  the  effectiveness  of  the  survey  process  to  ensure  a  tighter  focus  on  issues  directly 
affecting  the  quality  of  patient  care. 
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Standards  should  be  strengthened  for  the  qualifications  and  competence  of  State  surveyors, 
including  experience  in  the  care  of  ESRD  patients.  Survey  results  should  be  reviewed  by  the 
Networks  and  recommendations  put  forward  for  improving  the  effectiveness  of  the  process. 
Feedback  should  also  be  encouraged  fi-om  dialysis  providers,  nephrologists,  other  renal 
healthcare  professionals,  and  patients  to  ensure  that  the  process  is  functioning  properly  and  is 
addressing  matters  most  relevant  to  patient  outcomes. 

5.   Identification  and  .Analysis  of  Medical  Errors  and  Injuries.  We  have  long  supported  programs 
designed  to  idenfify  and  analyze  the  causes  of  medical  errors  and  injuries.  This  should  be  part 
of  the  Continuous  Quality  Improvement  (CQI)  program  at  every  dialysis  facility.  While  each 
dialysis  facility's  goal  should  be  the  elimination  of  treatment  errors  and  medical  injuries,  the 
human  element  in  clinical  and  medical  practice  makes  this  an  elusive  goal.  Nevertheless, 
organized  vigilance  in  investigating  errors  and  following  through  on  corrective  measures  will 
help  minimize  their  effect  on  patients. 

To  support  this  effort,  a  medical  information  system  should  be  available  to  collect  data  on 
significant  medical  injuries  on  an  industry-wide  basis.  Such  a  system  should  be  developed 
jointly  with  HCFA,  the  Networks,  and  dialysis  providers.  We  support  proposals  for  the 
Networks  to  take  the  lead  in  establishing  pilot  projects  in  this  area  and  are  prepared  to 
participate  in  these  projects.  We  urge  HCFA  and  the  Networks  to  ensure  that  planning  for 
these  pilot  projects  is  open  to  dialysis  facilities  and  nephrologists,  and  that  the  projects  build 
upon  medical  information  systems  already  in  place. 

These  initiaiives  are  consistent  with  Fresenius  Medical  Care's  longstanding  commitment  to  the 
quality  of  the  renal  products  and  services  that  it  provides  to  patients  and  providers  on  a  worldwide 
basis.  Fresenius  Medical  Care  has  been  a  leader  in  the  dialysis  field  for  more  than  20  years.  In  the  late 
1970s  it  developed  and  introduced  dialysis  machines  that,  for  the  first  time,  were  able  to  control 
effectively  the  removal  of  water  during  the  dialysis  process.  This  breakthrough  technology  also 
allowed  the  use  of  new,  biocompatible  membranes  which  reduced  the  level  of  stress  associated  with 
dialysis  treatments.  Since  acquiring  the  dialysis  services  and  products  operations  of  National  Medical 
Care  in  1996,  Fresenius  Medical  Care  has  implemented  a  number  of  programs  and  initiatives  which 
demonstrate  our  continuing  commitment  to  the  delivery  of  quality  medical  care  to  ESRD  patients  and 
our  acceptance  of  accountability  for  meeting  that  objective. 

We  have  established  parameters  and  goals  for  a  designated  set  of  key  clinical  quality  indicators 
and  outcomes.  These  measurements  include:  mortality,  standard  mortality  ratio  (SRM), 
standard  hospitalization  ratio  (SHR),  length  and  number  of  hospitalizations,  adequacy  of  dialysis  (URR 
and  KtA^),  adequacy  of  nutritional  therapy,  adequacy  of  anemia  management,  adequacy  of  bone 
disease  treatment,  vascular  access  placement,  measurement  of  patient  compliance  with  treatment 
orders  and  yearly  measurement  of  patient  satisfaction.  This  data  is  compiled  centrally  and  comparative 
performance  data  is  distributed  to  regional  and  facility  clinical  staff  Through  this  process,  the  Medical 
Director  and  clinical  staff  at  each  facility  are  able,  on  a  continuous  basis,  to  access  their  achievement  of 
pre-established  Company  goals  and  to  compare  their  performance  to  other  units  in  their  region  and  to 
national  averages. 
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Fresenius  Medical  Care  also  has  developed  a  system  for  collecting  and  addressing  complaints 
from  patients  and  clinical  staff.  Both  patients  and  staff  may  lodge  complaints  to  facility  administrators 
or  Medical  Directors  as  well  as  management  personnel  and  corporate  executives.  In  addition,  clinical 
staff  have  access  to  a  confidential  "Hotline"  staffed  by  an  independent  organization.  Company 
employees  and  managers  are  expected  to  take  patient  and  staff  complaints  seriously  and  are  required  to 
follow  Company  procedures  for  evaluation  and  follow-through,  including  appropriate  documentation. 
We  believe  that  listening  carefully  to  patient  and  staff  concerns  provides  an  important  "early  warning 
system"  for  problems  that  could  become  more  serious  if  undetected  or  not  addressed  in  a  timely 
manner. 

Fresenius  Medical  Care  has  developed  a  mechanism  for  monitoring  a  broad  range  of  clinical 
variances  (medical  errors  or  adverse  events)  which  are  reviewed  and  trended  at  the  corporate  and 
regional  level.  Significant  adverse  events  are  analyzed  to  determine  root  causes  and  define  appropriate 
corrective  actions.  A  reporting  system  measures  upper  and  lower  control  limits  and  trends.  Clinical 
variances  that  exceed  upper  control  limits  or  show  trend  increases  are  analyzed  in  greater  detail  by 
clinical  personnel  at  regional  and  corporate  levels.  It  has  been  our  experience  that  rigorous  attention  to 
this  system  has  played  an  important  role  in  reducing  the  frequency  of  clinical  variances  at  our  facilities 
since  the  program  was  initiated. 

Overall,  we  believe  that  these  data  collection  and  reporting  systems  are  unique  in  the  dialysis 
industry  in  their  scope  and  detail.  We  believe  that  they  have  made  a  measurable  contribution  to 
improvements  in  medical  outcomes  for  our  patients.  Implementation  of  national  data  collection 
systems  to  track  medical  outcomes,  as  well  as  patient  complaints  and  clinical  variances  for  all  dialysis 
facilities,  would  permit  them  to  compare  their  performance  to  that  of  their  peers  on  a  regional  and 
national  basis.  Public  disclosure  of  standardized  performance  data  would  also  permit  patients  and 
physicians  to  select  a  dialysis  facility  based  on  objective  quality  and  outcome  measures.  We  have 
already  met  with  staff  representatives  of  HCFA  and  the  Office  of  Inspector  General  to  describe  our 
systems  and  to  show  their  cumulative  effect  on  measurable  quality  indicators.  We  would  be  pleased  to 
provide  a  similar  briefing  to  the  members  and  staff  of  this  Committee. 

As  the  Committee  moves  forward  with  its  consideration  of  recommendations  for  improving  the 
quality  of  ESRD  care,  we  hope  that  it  will  not  overlook  the  important  role  played  by  Medicare 
reimbursement  policies.  Since  its  inception  in  1983,  the  bundle  of  services  covered  by  the  composite 
rate  for  ERSD  services  has  remained  essentially  unchanged.  Over  time  the  reimbursement  rate  for 
these  services  has  actually  declined  substantially  in  real  dollar  terms.  While  providers  have  been  able 
to  offset  some  of  this  revenue  loss  through  lower  equipment  and  supply  costs  and  other  productivity 
improvements,  this  cannot  continue  indefinitely.  Recent  proposals  to  reduce  reimbursement  for 
several  intravenous  drugs  that  are  commonly  used  in  renal  therapy  will  only  exacerbate  this  problem 
and  continue  to  erode  the  ability  of  providers  to  pursue  the  quality  goals  that  we  all  believe  are 
achievable. 
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Honorable  Charles  Grassley 
June  23,  2000 
Page  5 

We  believe  that  it  is  time  for  the  Congress  and  HCFA  to  take  a  hard  look  at  both  the  structure 
and  level  of  ESRD  program  funding.  The  current  system  is  neither  quality  oriented  nor  fiscally  sound. 
It  is  unsatisfactory  for  providers,  patients,  and  HCFA.  It  needs  to  be  changed. 

Advances  in  ESRD  treatment  have  led  to  an  increase  in  the  number  and  variety  of  services  that 
are  separately  billable  to  Part  B  of  the  Medicare  program.  MedPAC  estimates  that  approximately  35 
percent  of  Medicare  ESRD  expenses  are  now  paid  outside  the  composite  rate  bundle.  As  these 
separately  billable  expenses  have  grown.  Medicare  carriers  and  intermediaries  have  become 
increasingly  aggressive  in  challenging  physician  orders  and  provider  claims  for  such  services.  While 
some  of  these  challenges  have  had  merit,  others  have  not.  The  current  scope  and  methodology  of  these 
financially-driven  challenges  have  begun  to  have  implications  for  the  quality  of  patient  care. 

Fresenius  Medical  Care  shares  the  frustration  of  providers,  physicians,  and  HCFA  in  addressing 
these  issues.  Time  and  resources  that  are  now  devoted  to  claims  administration  activities  could  be 
better  focused  on  patient  care.  Accordingly,  we  have  been  working  for  the  past  three  years  on 
legislative  proposals  to  include  two  categories  of  separately  billable  ESRD  services  -  clinical 
laboratory  tests  and  oral  and  intravenous  nutritional  therapy  -  into  an  expanded  composite  rate  bundle. 
This  can  be  achieved  on  a  budget  neutral  basis  by  transferring  costs  currently  associated  with  these 
separately  billable  services  to  an  enhanced  composite  rate  payment.  The  House  Ways  and  Means 
Committee  Report  on  the  Balanced  Budget  Refinement  Act  of  1999  directed  MedPAC  and  HCFA  to 
report  on  "whether  the  quality  of  care  could  be  improved"  and  payments  be  made  more  appropriately  if 
billings  outside  the  composite  rate  were  revised  to  include  an  appropriate  mix  of  additional  services, 
including  laboratory  tests  and  nutritional  therapy. 

We  believe  that  enactment  of  this  proposal  will  eliminate  second-guessing  of  physician 
treatment  decisions  by  Medicare  contractors  without  sacrificing  fiscal  integrity.  Tied  to  a  broad 
national  initiative  to  improve  collection  and  reporting  of  patient  outcomes  (to  ensure  continued 
patient  access  to  medically  necessary  services),  it  would  represent  an  important  first  step  toward 
building  the  composite  rate  to  a  level  commensurate  with  the  congressional  and  HCFA 
commitment  to  medical  quality  improvement.  It  is  also  important  that  the  benefits  of  the  modest 
increases  in  the  composite  rate  that  were  enacted  by  the  Congress  last  year  be  preserved  through  fiiture 
annual  rate  adjustments  tied  to  an  appropriate  medical  cost  index.  There  should  also  be  a  commitment 
to  periodic  review  of  the  adequacy  of  the  composite  rate  based  on  unforeseen  or  uncontrollable 
changes  in  provider  costs.  A  more  detailed  summary  of  our  proposal  is  being  provided  to  the 
Committee  staff 

We  appreciate  the  Committee's  interest  in  calling  attention  to  the  need  for  a  stronger 
partnership  among  the  government,  dialysis  providers,  physicians  and  other  renal  healthcare 
professional,  and  patients  to  improve  the  quality  of  ESRD  care.  We  hope  that  the  Committee  will 
support  the  further  development  of  quality-oriented  initiatives  already  underway  by  HCFA  and  the 
renal  community  Adoption  of  the  data  collection  and  reporting  proposals  described  above  would 
represent  an  excellent  start.  However,  attention  must  also  be  paid  to  reimbursement  reform  so  that 
financial  incentives  are  properly  aligned  with  the  achievement  of  improved  patient  outcomes. 
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Honorable  Charles  Grassley 
June  23,  2000 
Page  6  ■ 

We  would  welcome  the  opportunity  to  present  our  views  to  the  Committee  at  a  future  hearing 
or  to  work  with  members  of  your  staff  to  assist  in  your  further  consideration  of  these  important  issues. 


Sincerely  yours. 


(jhn  Markus 
enior  Vice  President 


JM/mep 


cc:  The  Honorable  John  Breaux 
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Association  of  dialyzer  reuse  with  hospitalization  and 
survival  rates  among  U.S.  hcmodialysb;  patients:  do 
comorbidities  matter? 

Feidman  III,  Bilker  WB,  Hackctt  MH,  Simmons  CW,  Holmes  JH, 
Pauly  MV,  Kscarcc  JJ 

Center  (or  Clinical  lipidemiology  and  Biostalistics  and  the  Depanment  of 
Biostatisiics  and  Epidemiology.  L'niversity  of  Pennsylvania  Medical 
Cenier,  University  of  Pennsylvania,  Philadelphia  10104-6021,  US.A 

The  objective  of  this  study  was  to  determine  whether  the  associations 
between  reuse  of  hemodialyzers  and  higher  rates  of  death  and 
hospitalization  persist  after  adjustment  for  comorbidity  This  was  a 
nonconcurrent  cohort  study  of  survival  and  hospitalization  rates  among 
1491  LI  S.  chronic  hemodialysis  patients  beginning  trcaimcni  in  1986  and 
1 987.  The  impact  of  dialyzer  reuse  was  compared  across  three  survival 
models  an  unadjusted  model,  a  "base"  mode!  adjusted  only  for 
demographics  and  renal  diagnosi.s.  and  an  "augmented"  model  additionally 
adjusted  for  comorbidities  We  found  that  reuse  of  dialyzcrs  was 
assoeiatcd  with  a  similarly'  higher  rate  of  death  in  analyses  unadjusted  for 
confounders  (relative  risk  fRR]  l  .2.'i,  95%  confidence  intef\'al  [CIJ  0.91- 
I  61),  adjusted  for  demographics  and  renal  diagnosis  (RR  1.16,  95%  CI 

0  06-1.41 ),  and  analyses  additionally  adjusted  for  comorbidities  (RR  ~ 

1  25,  CI,  1.0.1.  1  52)  Reusing  dialyzers  was  also  associated  with  a  greater 
rate  of  hospitalization  that  was  stable  regardless  of  adjustment 
procedures  U'c  conclude  that  higher  rales  of  death  and  hospitalization 
associated  with  dialyzer  reuse  persist  regardless  of  adjustment  for 
dcmogTaphic  charHclcristtcs  or  baseline  comorbidities  These  find mgs 
amplify  concerns  that  there  e.\ists  elevated  morbidity  among  hemodialysis 
patients  treated  in  facilities  thai  reuse  hemodialyzers  ■Although  the 
association  \veobsci"vcd  was  not  conlbunded  by  comorbidity,  a  causc- 
nnd-elYect  relationship  between  dialyzer  reuse  and  niorbtdity  could  not  be 
jifovcd  because  of  the  inability  to  a)nirol  for  aspects  of  care  other  than 
dialyzer  rcu.sc 


htrp //www  n    'quciy  rcyi  'cnid^Retncvc&dh^uhMcd&lisi  uids=  102  I0238(tdopt  Ah.sirac  06/02/2000 
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Association  of  dialyzer  reuse  and  hospitalizariAn  rates  among 
hemodialysis  patients  in  the  VS. 

Feldman  HI,  Bilker  WB,  Hacked  M,  Simmons  CW,  Holmes  JH, 
Pauly  MV,  Escarce  JJ 

Center  for  Clinical  Epidemiology  and  Biosiatistics  and  Department  of 
Biostaiistics  and  Epidemiology.  University  of  Pennsylvania  Medical 
Center,  Philadelphia,  PA.  USA 

OBJECTIVBS  To  determine  if  reuse  of  hemodialyzers  is  associated  with 
higher  rates  of  hospitali2ation  and  their  resulting  costs  among  end-stage 
lenal  disease  (ESRD)  patients.  METHODS  Noncurrent  cohon  study  of 
hospitalization  rates  among  27,264  ESRD  patients  beginnitig  hemodialysis 
in  the  United  States  in  1986  and  1087  RESULTS  Dialy.sis  in  free- 
standing facilities  reprocessing  dialyzcr.s  was  associated  with  a  greater 
rate  of  hospitalization  than  in  facilities  not  reprocessing  (relative  rate  (RR) 
-  1  08.  05%  confidence  interval  (CI).  I  02-1  14).  This  higher  rale  of 
hospitalization  was  observed  with  dialyzcr  reuse  using  peracetic'acetic 
acids  (RR  =  1  1 1 .  Cll  04-11 8)  and  formaldehyde  (RR  =  I  07.  CI  1.00- 
1 . 14),  but  not  glutaraldehyde  (p    0  97).  There  was  no  diffetence  among 
ho.spitalizalion  rates  in  hospital-based  facilities  reprocessing  dialyzers  with 
any  sterilant  and  those  not  reprocessing.  Hospitalization  for  causes  other 
than  vascular  access  morbidity  in  free-standing  facilities  raising  dialyzers 
with  formaldehyde  was  not  different  from  hospitalization  in  facilities  not 
reusing  However,  reuse  with  peracetic/acetic  acids  was  associated  with 
higher  rates  of  hospitalization  than  formaldehyde  (RR  =  1  08,  CI  1.03- 
115).  CONCLUSIONS:  Dialysis  in  free-standinn  facilities  reprocessint^ 
<J;^yzers  with  peracetic/acetic  acids  or  formaldehyde  was  associated  with 
greater  hospitalization  than  dialysis  without  dialyzer  reprocessing.  This 
yreatcr  hospitalization  accounts  fbr  h  latge  mcrement  in  inpaiieni'stays  in 
the  USA.  These  findings  raise  important  concerns  about  potentially 
nvoidable  morbidity  among  hemodialysis  patients.  Copyright  Copyright 
1909  S.  Karger  AG.  Basel 
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Impact  of  Disease  Severity  and  Hematocrit  Level  on 
Reuse-Associated  Mortality 

James  P.  Ebbon,  BS,  Fred  Dalleska,  MS.  Jennie^ 2.  Ma,  PhD.  Susan  E.  Everson,  PhD, 
Edward  G.  Consiantini,  MA.  and  Allan  J.  Collins,  MD 

•-Prior  &tu<ftes  on  rause-«ssociated  mcrUlity  lvtv«  praeorrted  conflicting  resutu  and  trvcluded  fewad|u6linants  for 
disease -Mvarlty  cr  hematocrit  Iev«l3i  To  evaluate  the  Impact  of  pattent  and  provider  ctvaractarletlcs  on  reuse* 
asaoclaisd  mortality,  we  developed  a  pertod-prevalent  model  wttfi  a  6-month  entry  period,  Rve  cotwrts  of  Medicare 
herno(fiaiycU  patients  surviving  from  July  1  ttirough  Dec»ml>«r  31  of  th«  antry  year  (Iftai.  60,985  patient*;  ieS2, 
63.081  patients;  ies3,  76,018  patients;  1994,  62,899  pallentsr  91,761  patlaots)  Vi^re  toliowad  up  for  trie  next 
year.  Using  a  basic  Cox  regression  survival  model  (M-1)  including  age,  sex,  race,  renal  diagnosis,  prior  end-stage 
renal  disease  time,  unit  ag«,  unit  size.  wat£r  treatment,  dialycata,  and  germicide,  results  were  compared  wlt^  tHose 
using  a  more  li^cluslve  model  (M-4)  adding  dialyzar  type  (conventional  or  high  afficlencyAilgh  flux),  unit  designation 
(hospital  tMsed  or  freestanding),  unK  profit  status,  comgrt>idity,  disease  sevarlty,  end  hematocrit  The  previous 
association  cf  for-profit  units  with  increased  mortality  wes  no(  present  after  1994.  Whereas  the  M-^  analysis  showed 
better  survival  in  reuse  units  after  1991,  the  more  complete  M-4  analysis  showed  no  dtfferanca  In  the  risk  for 
mortality  bettveen  reuse  and  no-reuse  units.  We  corteiuda  thJt  mortaUiy  rateft  In  iho  UnHe<^  States tfom  1991  to  1995, 
whan  adjusted  comprehenslvdv  for  patient  and  uoH  charaetfrristics.  woro  not  <»ift?rentln  Imlt^lhat  practiced  reiis^ 
and  those  that  did  roT 

C  2000 by  (he  Nation-il  Kidney  Foundstlon,  Inc. 

INDEX  WOROS:  Reuse:  hemodialysis:  hematocrit:  mortaliiy;  comorbidity;  outcomes;  germicide;  disease  severrtY- 


HRMOD! A( .>'ZF.R  reuse  con(inu»;.s  lo  be  an 
economic  rcaliiy  in  US  dialysis  uniis,  and 
contcms  alwui  ii.s  ct'lcct  on  patieiu  safety  and 
ouicoincs  coiiiiitUL-  (»  be  raised  in  the  dialy.sis 
conutjunity.  Three  recent  .siudiei  o(  rcusc-a.ssoci- 
aied-monaiity. -examining  diffcrcni  time  periods 
and-using  varying  methud.s,  have  reported  con- 
flicting a.ss(K;iaiion.s  between  gemiicidos  and  nK)r- 
talily. 

A  study  by  ileld  ct  ul,'  published  in  1994. 
examined  prevalent  Medicare  hemodialysis  pa- 
tients in  freestanding  units  ilut  prinurily  usetl 
conventional  dialy/crs.  Twn  cohorts  of  approxi- 
mately 32,00()  patienis  each,  tho.sc  alive  on  Janu- 
ary I.  I98y,  and  those  alive  on  January  I.  1990. 
wcrt:  (ollowed  up  for  a  full  year.  As  in  the  later 
studies,  all  patients  were  on  end-slage  renal  dis- 
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Illy  ii/MinnriiUu.  Hennepin  CKuniv  MeJuul  CtnUf.  Xtinne- 
iipniis,  MS:  andilif  Oiriii.xi  <i/  Bioiiati-iiiCS  tiiul  Epid.'inuil- 
«tf>.  tJnivemty  (ifTfniitise<.  Xl<infihij  TN. 
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ease  (liSRD)  therapy  far  at  !ea.si  90  clays  before 
tlie  beoiiminy  of  the  entry  pcri<xl.  -afii.e  vStudy 
considered,  age,  sex,  race,  and  primary  renal- 
diagnosis  but  did  not  include  coniorbidity;  th<f" 
investigators  thenrforc  restricted  the  study  popu- 
lation to  patients  in  frecitanding  units  because  of 
the  more  -homogenous  patient  mix  arvJ  lower 
levels  of  coiiuirhidity  in  tlie.sc  unlt^.'Study  resiJlis 
siKiwcd  that  mortality  rates  in  freestanding  units 
u.>ing  peracctic  acid,  hydrogen  peroxide,  acetic- 
acid  mixture,  or  glutaraldehydc  were  greater 
lhanthase  in  freestanding  units  using  formalin  dr 
not-^racticiiig  reuse. 

Cri(ici?.iii^  ihe  prevalent-based  method  of  Held 
ei  al'  beeuu.sc  it  excludes  patients  who  die  soon 
afier  the  onset  of  ESRD.  F-^ldman  et  al,?fpublish- 
ing  in  19%,  studied  28,000  incident  Medicare 
patients  who  began  hemodialysis  in  1986  and 
1987.  Tliis  study  included  both  hospUal-bascd 
ami  freestanding  unit-s  and.  because  high-effi- 
cicncy/high-flux  dialyzcrs  were  just  arriving  on 
the  market,  was  also  limited  primarily  to  units 
practicing  conventional  dlaJy!.is.  The  invesciga- 
tors  detected  no  significant  monality-rate  differ- 
ence in  hospital-based  units  between  those  that 
reused  dialyicrs  and  those  that  did  not.  In  free- 
standing units,  although  not  observing  the  greater 
moriality  associated  with  glutaraldehydc  use  in 
the  study  of  Held  «t  al,'  the  investigators  con- 
firmed results  of  the  earlier  study  showing  that 
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pcrnceiic  and  acetic  acids  were  associaied  with 
greater  mortality  than  fornialdchyclc  or  no  reuse. 

Each  uC  thc^;c  large  nalioaal  studies  centered 
on  basic  patient  dcmognsphic  «i>d  provider  chai- 
acicrislics.  Neither  included  unit  profit  status, 
and  both  were  limited  l>y  the  sparse  data  avaiN 
able  on  disease  severity,  iiemaiocrit,  and  out- 
comes associaied  with  high-cfficicncy/high-fiux 
therapy. 

In  1998,  tiur  own  research  group  examined 
jicriod-prevateni  Medicare  patients  in  units  prac- 
ticing conventional  dialysis.'  The  two  coliorts 
included  patients  from  1989  to  )990(n  =  I.\926) 
and  1991  to  1993  (n  -  20.422).  Adjusting  for 
coi!iorbidity,  unit  charactcrisiics,  and  profit  sta- 
tus, we  found  a  greater  mortality  risk  tor  patients 
in  freestanding  for-profit  units  using  perucetic 
acid  manual  reii.se  during  1980  to  1990.  In  the 
later  period  of  1991  to  1993.  increa.sed  risks  were 
detected  in  hospita!- based  nonprolit  units  practic- 
ing formaldehyde  automatic  reuse  and  in  free- 
standing for-profit  units  using  gluluraldehydc. 
Ilicsc  unit  typkrs.  however,  each  accounted  for 
less  than  5%  of  the  total  number  of  units.  For  all 
other  interactions  of  reuse  germicide  and  tech- 
nique, we  ob.served  no  significiint  difference  in 
mortality  rales  between  reuse  and  no-reuse  units. 

These  results  sugjjcsted  that  iKt>cr  factors  asso- 
ciated with  patient  sui-vival.  including  severity  of 
disea.'.e,  comorbidity,  and  heinatiKrit  level,  might 
have  a  greater  inlluence  on  mortality  than  reuse 
practices  themselves.  Our  analytic  group  re- 
cenily  developed  epidemiological  nuviels  to  as- 
sess such  factors.'"'  We  have  applied  them  hen: 
111  a  new  assessment  of  reuse-related  monaliiy  in 
U.S  dialysis  units,  exatnining  both  convcniional 
dialysis  therapy,  the  focus  ot  carJicr  stuilics,  and 
higli-etticiency/lHgh-tlux  therapies,  on  which  the 
majority  of  patients  now  dialy^e.  This  rcpon 
sumnwrizcs  our  resuhs. 

METHOOS 

Pal ic lit  Selecnon 

Wt  iludicj  prcvsleni  Mcdiiarc  hcmo<ir.ily<i>  paiicot^  "Ho 
were  jIivc  during  ilie  lu<i  6  inon(h.i  of  an  entry  year  fivm 
1991  ki  I99.S,  wjUi  follow-up  for  I  idiJinoiiil  ycyr  (60.9S.S 
p«liciii»  in  1991.  ft3.0(tl  paticius  in  1992.  7(S.OI8  pjilcnii  in 
l')')1.82.R<?9palicm5  ill  1994.  and<Jl.76l  paiicmj  in  I^KIS) 
I'aiicnis  .^urvivcd  n  loaji  90  (Siys  hcyond  ihc  (irj(  E.SKI) 
>.crviic  ().>!«.  I  tTilcnon  itvw  ii<irm«l(ics  (he  Mwliciirc  cntiilc- 
meni  permrf  h;tvt>d  ml  |<H<Kni  »gc,'  nnd  eat  h  puclcm  had  fnur 
or  intwe  efylhroi>oietin  cUifnN  duniip  ihe  entry  penod  lo 
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Cjl<.uiii!C  t  represoiiiiiitve  iiiean  tKinaUK.n( '  I'aiicni  ch»rat- 
icfisiici  wcie  determined  from  ih«  HcaliK  CVe  Financing 
.Admiui.M.riiti<)fl  (I  ICf-A )  Medical  EvidciKc  Form  2728.  wtiich 
provider  dale  of  hinh.  i-ti.  r*cc.  reniil  diAsiiu&ii.  and  fir.^ 
tSRD  service  dale.  MotlllHy  infOiinali^in  was  nhuined 
from  iK:  HC^.^  l>ca(h  NoiificaiiiKi  |-<Hni  J74ft.  which  r«- 
pons  all<aiisi;  and  c;iuve->pccihc  tatet;oiK.s  ol  <lei<(h. 

CinttoibiJily 

BeC3UC(  tonvMbidily  hj>  l>ccr  shuwii  In  luve  an  Iis.^ocin- 
iidti  wiih  patient  Mirvival.'''  we  adjti>tcd  for  ii  in  iwr  iinily- 
iiK  Conwbid  cimdiiiOni  before  ihe  folltiw-iip  peri<xl  were 
deiciiiiincd  from  .\tcdicure  HmT  A  and  H  tlaiin.<:  xnd  included 
alhcroM-leroiic  lican  <lisca>,c.  cotif e.itive  hcnn  fniliue.  (x;nph- 
cral  vascular divcaM.'.  terch(*'va-scu!iir  atcxlun/lraa^icm  i.ttli- 
cmic  altack.  other  Ciirdiuc  di>ea.-.e  (\iiKular  hiail  disease, 
»rrliythn\iii.i.  nrni  piKcniakc^l.  cancer  (eicli/dinj  skin  tnalig- 
naftf  ici  hui  itKludinc  iiulignani  ncelaoonu I. chronic  ohsiruc- 
live  {wilnionary  disease,  .ind  {;ii>tioinleMii\al  d>sc;ise  finclud- 
ing  liver  dlsea^<,  i;->"hlidder  disCise.  atvl  j!ii>!rointeslinal 
tract  Jiainoves  xji-iicd  wiih  blecdi/ij;!.  Oiu'  niclhi>dx  fur 
ihii  coiiKKbKlily  jmililiiii;  have  t>cen  pwhliJicd  pfcviiiusly.''' 

Disease  Sn  crtis,  iU  nuiiorhr  U-vcl. 
and  Unit  Varinhles 

DiNCiive  severity  i>Ka>ures  nuludcd  ilic  mintlKr  of  v.xvu- 
lar  icecss  pnici-dufes  diblained  fioin  Itv  I'lirl  H  Physician);" 
Current  Pnxc Jural  Tcrnnnoloity  t<>doe  services),  hlo'd  iriUB- 
fusion^  (from  llie  Pan  A  wOjcs).  and  hospi|:il  days  during  ihe 
enlry  periivl  Patients  were  gruujtcd  liy  mean  entry-period 
hcnianvril  Icxv  (han  2TA .  27K  lo  le^^  than  «t^.  Mn  lo 
less  ihan  .  t.i'j  to  Icvs  than  M^K .  ^'■hI  M>'il  and  jrciKcr 
linil  level  f  haractci  i^lics  wcic  ohuincd  lr;nii  llie  Cc-ntcrs  for 
Disc^isf  Coniiol  and  Prevention  annual  N.Kimial  Surveil- 
lance ol  Dijl>Ni\-Ass(.Kiaied  |)is<a.>es  in  llie  llilited.^laiek'"' 
and  iiiLludod  proli:  ^laius.  uni(  dcsifjnaiioii  (lrccstjindin£  snd 
h<ispilal  hascd).  p».rcenngc  of  palienis  imdergnnii;  hifh- 
cffiticnc>  or  hish-tluK  dialysis,  and  germicide  use  ( f<xmaldc- 
hydc.  pciaceiic  .icid,  jlularakfchyde.  and  no  leuse).  We 
defined  cooicniioAal  units  as  lh<i*e  in  >vhitli  iS'i-  or  less  Of 
!)ie  p^ilicnis  were  dealcil  v<.ilh  hii;li-eirii ii-ncy/hijfh-llui 
(hcrapy. ' 

Stalisiiral  Mtrhcds 

Demographic  arvl  disease  severity  chir.icicrislics  «if  n<>- 
rcu<e  (inilJ  »n(!  id  amis  using  each  type  of  fcniuciilc  *crc 
analytcd  hy  chi-njuarcd  <iiid  iMst  sifiljlicanl  difTerenCe 
pairvi.!sc  /  Icsts.  v,ilh  H  siynificam  *l  less  than  O.O.S.  Moruil- 
ily  nst  wat  assessed  *iih  4  Cii»  rcsressloi)  model.  Slralified 
on  diatviic  aaiui  lo  address  pniponioiia/iiy"  and  »natificd 
is  uell  on  av'e  ^loop.  sex,  rnce.  and  icnal  dia^jmKJs  We 
Lvaluaicd  tViui  Uillcrciii  and  incfeicsingly  toniplet  sMrvivnl 
nicxJcli  In  Ihe  6a..ic  model  (M  I ).  wc  aJjusjcd  (of  ajjC  within 
eich  sir.iia.  pnot  C5iKD  iimc.  unit  a£e.  unit  >.i/e,  water 
(reainvnt.  dialy>:ne.  and  fermicjje.  uvitig  iio-rcuse  uniu  as 
the  biiclinc  In  Ihc  vecofsd  iiKKtel  (M-2),  we  mldcJ  profit 
ilaluf  (huseline.  nonprofit  uniu).  unit  designation  (h«ielinc, 
hOtpii|l-h«seJ  units).  «ivd  inenitxjne  i)pe  (h.iseline.  inlitt 
i^iih  2ri.S0!  i>rpjiicn(s  urKJerioin;  hiKh-elliciciic) /high  (lux 
dialysio    The  <hir<l  iiiod<l  (M-.1)  al«i  I  k  IuJcJ  uomudiid' 
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i:y  and  disc:as<:  scveriiy  ruciuuccj  (ihc  number  of  vascular 
access  procedures,  Mood  uin»fusionj.  and  hospital  days  in 
ihc  cmry  period)  The  fin^l  model,  M-4  was  (djusud  for 
each  <if  the  previously  mcntionod  facior'i  and  fur  entry- 
pcnod  hcrMKOCdt  vilue.  m  well.  Wc  used  the  M-2  model  for 
an  initial  ^seumeni  of  (Mi(con^ei  ia  for-profit,  free^iandinj. 
and  convcniiuaal  uniii  iivcr  time.  To  illuslrate  the  impact  of 
the  iittjre  con\plei.  odjunnieni*.  we  then  cumpa/ed  jermiclde- 
spccitic  fTKXlalily  riski  usiii|  llic  b»sic  tiKxlcl  (M-1)  arvd  the 
rtKxicI  adjusted  most  exlcasively  for  disease  ievcrily.  comor- 
bidity, nod  hciTU]Ux;ril  (M  4) 

RESULTS 

Whereas  only  40%  of  paciems  in  1991  were 
tn:a(ed  in  units  using  higli-cfflciency/high-flux 
therapies,  this  number  had  incrciiscd  to  nxire 
than  75%  by  1995  (Table  I)  The  percentage  of 
patients  ireated  in  for-profu  units  between  1991 
and  1995  remained  ri:latively  stable  (60%  to 
66%).  and  more  patients  (71%  to  16%)  were 
treated  in  frecstunding  units  than  in  hospiial- 
baso'd  units  during  the  same  pcrritxl. 

Figure  I  shows  the  relaiionship  of  demo- 
grapliic  anil  discasc-scvcriiy  factors  to  germicide 
use  in  1991  and  1995.  <;howing  the  staii<;ficully 
significant  differences.  Mean  patient  age.  for 
example,  incn:asixi  over  the  5-ycar  period  and,  in 
1 995,  was  older  for  palients  in  units  using  perutc- 
tic  acid  than  for  those  in  units  using  formalde- 
hyde or  noi  practicing  reuse  The  number  of 
coniorbid  coiiditioiis  also  ii\creased  between  1991 
and  1995,  and  in  1995  wus  significantly  diffcient 
in  each  comparison  of  reu.sc  groups.  Prior  ESRD 
time  was  signiilcantly  different  for  all  groups 
except  forituildehydo/no  reuse  in  1 99 1 .  peracetic 
acid/no  reuse  in  1995,  and  forinuldehyde/glutar- 
aldehyde  in  1995  ThL>  percentage  of  women  and 
patients  with  diabetes  was  significantly  different 
for  all  groups  in  both  years,  and.  with  the  excep- 
tion of  glutaraldehydeyperacctic  acid  in  1991 .  the 
same  was  true  for  mean  ln:mato<:rit  levels. 
Whereas  the  nun\bcr  of  vascular  access  prtvce- 

Table  1.  Patient  Distribution  by  Unit  CharacUrlstic* 


Perceniage  OI  IJnils 


HiQfi  Eflciencyi' 
Mlgn  Flux 

1991 

AO  S 

60 

71 

1992 

46.9 

65 

76 

1893 

57.8 

63 

73 

19S4 

ee.i 

64 

74 

1995 

77  3 

66 

7S 
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lJurcs  in  each  year  was  generally  similar  across 
most  reuse  practices,  ihc  number  of  blood  trans- 
fusion! was  significantly  different  between  most 
reuse  groups.  The  difference  in  ttic  number  of 
hospital  days  is  pcriiaps  the  most  striking  oui- 
cotno  of  these  comparisons.  Patients  in  no-reusc 
units  in  1991  had  significantly  more  hospital 
days  than  those  in  units  that  reused  dialyzcrs.  In 
1995,  although  the  number  of  hospital  days  had 
decreased  overall  and  was  similar  in  no-reuse 
and  glutaraldchyde  units,  patients  in  no-reuse 
units  continued  lo  have  significantly  more  ht)spt- 
lal  days  than  those  in  units  using  formaldehyde 
or  peracetic  acid. 

To  analyze  mortality  risks  in  for-profit,  free- 
standing, andconventiottal  units  (Fig  2).  we  used 
the  M-2  model,  adjusietl  for  profit  status,  unit 
designation,  and  membrane  type,  in  addition  to 
the  factors  included  in  the  .M-1  model.  Compared 
wiih  nonprofit  units,  for-profit  uniLS  had  signifi- 
cantly greater  risks  from  1991  to  1993.  In  1994 
and  1995.  however,  profit  status  was  no  longer  a 
significant  risk  factor  Freestanding  units  were 
Jissociated  wiih  signilicnncly  less  risks  than  hos- 
piiai-bascd  units  in  every  year  but  1994.  These 
findings  have  been  reported  previously  by  Col- 
lins ei  al.'  Risks  associated  with  conventional 
dialysis  therapies  fluciuated  over  time;  they  were 
not  different  from  the  baseline  (high-cfllciency/ 
high-flux  units)  in  1992  and  1994  but  were 
significantly  greater  in  the  remaining  years. 

The  variable  results  found  with  the  M-2  model 
led  us  to  analyze  the  impact  of  atlditional  piient 
factors  of  comorbidity,  di  iense  severity,  and  he- 
matocrit level  on  rcuse-asstxiated  outcotties.  In 
Fig  3.  we  used  both  the  basic  M  l  model  and  the 
full  M-4  model,  adjusted  for  the  complete  set  of 
patient  and  unit  factors,  to  calculate  the  relative 
risk  for  death  for  each  germicide  compared  with 
the  baseline  of  no  reuse.  The  M-1  analysis  showed 
reuse  germicides  to  be  associated  with  better 
outcomes  overall.  Results  for  peracetic  acid  and 
glutaraldchyde  varied  over  time,  whereas  the 
riskj  associated  with  fonnaldehyde  were  consis- 
tently less  However,  when  complete  adjust' 
menis  for  unit  charucteriiiics.  comorbidity,  dis- 
cu.sc  severity,  and  hematocrit  level  were  added  to 
the  analysis,  these  associations  disappeared,  and 
there  vi,as  no  significant  difference  in  outcomes 
between  patients  in  units  that  reused  dialyzers 
and  patients  in  uniii  that  did  nut 
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2^7 


Fig  1.  Co/nparisoo  al  ra- 
use  groups,  1991  to  1995 
Statistical  slgniticance  {P  < 
O.OS)  (or  germicide  pairs  i$ 
indJciited  by  shaded  areas  on 
llie  grids.  (U),  1991;  (■). 
199S.  Abbreviations:  NR,  no 
reuse;  F,  formatdchyde;  G. 
gfufariildehyde;  pA,  peracc> 
tic  acid;  OM,  diabet«s  melli- 
tus;  Hct,  hematocrll. 


Meon 
Age 


DISCUSSION 

This  study  points  out  the  vulncfiibilily  of  an 
;ii\alysis  i"CUSC-aSNtK:Lii(cd  outcomes  to  unit  and 
patient  characteristics  and  m«inbriinc  typjr.  I'rcvi- 
<ius  studiits,  (or  example,  have  focused  solely  on 
units  practicing  convcniiunal  dialysis.  Whercn.>; 
ilicsc  uitits  accounted  for  the  nujurity  of  all  US 
dialysis  units  at  ihe  (iine  of  tlic  earlier  studies,  ilie 
nunilier  of  nonconvcatiotial  units,  io,  those  in 
winch  pjejtci  (h.ni  25%  oi  paiicnis  iiie  undergo- 
ing higli  efficicncy/higli-llux  ircamier.i,  grew 
frniii  40.5%  in  1<-)<)1  i()77.3%  in  1905.  Because 
i)f  (his  dr.'iinutif  incrense,  ouccomc  studies  fo- 
cused on  conventioiiul  units  can  no  longer  be 
viewed  as  represcniaiive  of  the  entire  putient 
population.  Wc  therefore  exjmmed  hoih  uoiiven- 


tional  and  nonconventional  units  in  a  iM-oad  na- 
tional stu<ly,  eriiiiinaiing  the  potential  bias  cie- 
ated  by  the  limited  patient  ct)hons  of  earlier 
analyse-). 

Our  iniiial  linJings  ihat  patients  in  frccsinnJ- 
iiig  uiiiLs  had  a  si^iticantly  lower  nton^ility  risk 
than  those  in  hospital-based  uniis  in  1991.  but 
only  a  marginally  lower  risk  in  >iic.t;esied 
ihj(  basic  adjustments  for  demographic  factors, 
unit  (fesienaiion.  and  profii  status  (our  M-1  model) 
were  not  sufficient  lo  explain  the  mortality  trends 
ncxcd  iit  earlier  studies.  In  our  subsequent  sur- 
vival nKxtels.  we  tliereforc  adtlcd  desciiptiyc 
characteristics  of  coitKirhidity.  disease  sevtyiiy 
(iiK'ludini?  vascular  access  procedures,  hlood 
trunsfu!;i<>ns.  and  eiurv-neriod  hospital  duys).  and 
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Fig  2.  Trends  In  mortality 
risk  by  dialysis  unit  designa- 
tion. M-2  model,  adjusted  (or 
ajs,  sci,  race,  renal  diagno- 
sis, prior  ESRD  time,  unit 
egc.  unit  sir*,  watar  treat' 
ment,  dialysate,  germicide, 
unit  profit  statue,  unH  desig- 
nation, and  membrane  type. 


hcmatocrii  level,  faciorb  iIujl  we  have  shown  to 
be  signiticiindy  a.ss«ciated  witli  paiieiu  ouiconics 
but  thai  hove  been  ahsem  Irom  carher  reuse 
.•^CudicN.  Willi  {UeAc  ni'>fe  comprehensive  adjusi- 
nicnl.t,  mortality  ri.sk.s  in  reuse  umcii  were  rot 


significantly  different  fmm  ttxvsc  in  no-reuse_ 
unit.s,  a  result  !h;it  remained  consistent  across 
1991  to  1995. 

Our  application  of  this  more  complete  method 
to  reuse-associatcd  oulcoine.N  substantially  influ- 


Flg  3.  ImpocI  of  germi- 
cide on  mortality.  1991  to 
199S,  using  basic  and  (ult 
mod«ts,  adjusted  for  unit  cu- 
ius, ditea&e  severity,  and  he- 
matocrit {t«6enne,  no  retjs«). 
"Adjuaied  for  aga.  sex.  r*ce. 
rerial  dlagnosii.  prior  ESRD 
time,  unit  age,  unit  sizt.  wa- 
t«r  treatment,  dlityute,  and 
germicide,  addition  (o  M-1 
edjudmenls,  includes  unit 
designation,  uoit  profit  sta- 
tus, membrane  tfp*,  comor- 
bidity, disease  severity,  and 
hematocrit 


1  2 


1  FULL:  M-A^ 


B  f  ormoldehyde 
□  Perocet.c  Acid 
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cnces  ftmclusions  drawn  froin  siudies  using  only 
ihc  basic  paranieiers  of  age,  sex.  race,  renal 
diagnosis,  and  basic  uni!  characiierislics  (unit  age 
iind  sire,  waicr  ircuimcnt.  dialysate,  germicide, 
and  profit  status),  includiitg  our  own  earlier  s(u<ly 
£uid  those  by  Held  ci  ol'  and  Fcldman  ei  al.'  We 
found  that  comorbidity,  disease  severity,  iiiid 
hematocrit  level  do  not  appear  randomly  distrib- 
uted acrxjss  reuse  germicides,  Miggesimg  that 
these  factors  strongly  lofiucnce  the  association 
between  germicide  and  monaiity  and  siiould  be 
carefully  considered  in  nn  analysis  of  gcrmicide- 
rclaied  outcomes. 

This  current  analysis  contains  several  limita- 
ti<ins  that  might  l>c  addressed  in  future  sttJdics. 
Aliluiugh  it  is  rcjisonahlc  to  assume  that  dialysis 
therapy,  a  known  risk  factor,  is  also  not  randomly 
distributed  across  t)\e  germicide  groups,  we  were 
unable  to  include  this  factor  in  our  analysis 
because  reporting  of  the  urea  reduction  ratio  on 
dialysis  claims  did  not  begin  until  1998.  Dicect 
data  on  nutritional  statu.s,  includitig  albumin  lev- 
el."; and  o(hcr  biochemical  incasureincni.s.  arc 
currently  unavailable  as  well.  However,  we  ad- 
justed for  disease  severity,  which  wc  have  previ- 
ously .shown  to  be  similar  in  in^pact  to  nutritional 
.<;tatus,^-''  and  wc  included  hcmaKxrit  level  as  an 
additional  disease  severity  measure,  one  not 
evaluated  in  previt)us  .studies  of  reusc-.issociatcd 
oulcottjcs.  Finally,  because  the  length  of  time 
from  the  onset  of  ESRD  influences  mortidity,  a 
prevalent-based  study  may  be  affected  by  tlte 
inclusion  of  patients  with  dissimilar  E.*iRD  expo- 
sure times.  Althoufih  we  adjusted  for  prior  tSRD 
time,  reports  by  other  researchers  of  variable 
results  in  incident  and  prevalent  studies  suggest 
that  incident-based  studies  should  be  performed 
to  confirm  our  results.'--'-^ 

In  concluiion.  ihc  adverse  outcomes  as.soci- 
aied  with  certain  germicides  m  19Z9  to  {^90  aFc 
no  longer  apparent  in  the  US  data,  and  reuse  and 
iio-reuse  outcomes  appear  similar  after  1V92.  Wc 
found  shut  the  tklvcrse  oaicomes  prcviousiy  linked 
to" prolit  status  were  no  longer  present  in  197^ 
god  IV9.S  Jind  (hat  reuse  and  no-reuse.  outcon\ca 
were  no(  significantly  ditfeienc  aftet"  adjustmenls 
were  made  for  comorbidity,  disease  severity,  unit 
characteristics,  and  hematocrit  level»Jv<ofe  care- 
ful-evaluation  of  inci<ient  patients  and  the  effec t 
of  comorbidity,  disease  severity,  henutocnt,  and, 
if  poMsihIe,  d'^lysis  therapy  und  i>uuitlonul  stiHuj 
ii.  neetlcJ  to  conlirm  oyir  lifuJiiij-.^i. 
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SPECIAL  REPORTS 

Lessons  From  the  Hemodialysis  (HEMO)  Study:  An  Improved 
Measure  of  the  Actual  Hemodialysis  Dose 

Thomas  Depner,  MD,  Gerald  Beck,  PhD,  John  Daugirdas,  MD,  John  Kusek,  PhD, 

and  Garabed  Eknoyan,  WD* 

•  The  Hemo<Jialysls  (HEMO)  Study  Is  a  multicenter,  prospective,  randomized,  2x2  factorial  clinical  trial  designed 
to  evaluate  ttie  efficacy  of  the  dose  of  dialysis  delivered  ("standard"  v  "high")  and  dialysis  membrane  flux  ("low"  v 
"high")  In  reducing  the  morbidity  and  mortality  of  patients.  The  study  is  neariy  half  complete,  Alttwugh  both 
patients  and  Investigators  are  blinded  to  the  overall  findings,  which  will  not  be  available  for  another  3  years, 
Important  data  have  been  generated  from  which  a  more  accurate  expression  has  been  derived  for  the  dose  of 
dialysis  received  by  each  patient  In  the  trial.  This  new  expression  of  the  effectiveness  of  dialysis,  cKt/V,  Is  a  two-pool 
approximation  derived  from  the  traditional  single-pool  Kt/V  (spKtAO  and  time  on  dialysis.  The  dialysis  prescription 
for  the  HEMO  Study  subjects  Is  Individualized  to  achieve  the  target  dose  for  each  patient  and  is  closely  monitored 
by  measuring  the  more  accurate  and  validated  expression  of  eKW.  Comparisons  of  the  HEMO  Study  dose  of 
dialysis  with  other  studies  have  been  confused  by  this  unique  expression  (eKtA/)  of  the  dialysis  dose  and  adequacy 
adopted  for  the  HEMO  Study.  The  target  eKt/V  dc«ie  In  the  "standard"  arm  of  the  Study  Is  1.05  and  in  the  "high"  arm 
Is  1.45  per  dialysis  thrice  weeWy.  Based  on  data  available  from  426  subjects  randomized  to  each  arm,  the  target  of 
1 .05  In  the  "standard"  dose  of  the  HEMO  Study  Is  equivalent  to  an  spKt/V  of  1 J2,  and  that  of  the  "high"  dose,  1 .67. 
Thus,  volunteers  In  the  "standard"  arm  of  the  Study  are  recehring  a  tightly  controlled  and  closely  monitored  dose, 
which  is  above  the  current  national  mean  spKVW,  and  above  that  of  the  accepted  minimum  standard  spKW  of  1.2. 
When  completed,  the  HEMO  Study  will  snow  whether  there  are  merits  of  a  tightly  controlled  hemodialysis  dose  that 
Is  consistently  delivered  over  a  prolonged  period  and  whether  a  high  dose  is  Ijeneficlal  and  safe  to  prescribe, 
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THOMAS  GRAHAM  (1805-1869),  a  physi- 
cal chemist,  has  been  dubbed  the  "Father 
of  Dialysis"  for  his  work  on  the  forces  that 
govern  the  diffusion  of  gases  and  the  movement 
of  water  across  a  semipermeable  membrane. '  He 
used  thin  sheets  of  paper  impregnated  with  starch 
as  semipermeable  membranes.^  The  application 
of  the  principle  of  diffusion  to  the  removal  of 
substances  from  blood  had  to  wait  50  more  years 
before  a  pharmacologist,  John  Abel  (1857- 
1938),  and  his  associates  reported  in  1915  on  the 
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use  of  celloidin  tubes  immersed  in  a  dialysate 
bath  housed  in  a  glass  jacket  to  dialyze  rabbits 
and  dogs.^  It  was  John  Abel  who  introduced  the 
term  "artificial  kidney."'  During  the  following 
decade,  Georg  Haas  (1886-1971),  a  surgeon,  first 
used  the  artificial  kidney  to  dialyze  a  human  in 
October  of  1925.*  Another  20  years  were  to  pass 
before  dialysis  was  introduced  to  the  clinical 
arena  through  the  pioneering  work  of  Willem  J. 
Kolff  (b.  1910).^  The  introduction  of  a  perma- 
nent blood  access  device  in  1960  by  Belding 
Scribner  (b.  1920)*  allowed  extension  of  the 
procedure  to  sustain  the  life  of  patients  with 
end-stage  renal  disease.  During  the  ensuing  two 
decades,  the  clinical  use  of  dialysis  evolved  from 
that  of  a  life-supporting  procedure  for  patients 
with  acute  renal  failure  to  a  life-sustaining  one 
for  patients  with  chronic  renal  failure,  after  the 
terminal  features  of  uremia  were  shown  to  re- 
spond to  dialysis. 

With  increased  application  of  dialysis,  it  has 
become  evident  that  the  amount  of  dialysis  needed 
for  good  health  is  greater  than  that  necessary  to 
maintain  life  in  patients  with  end-stage  renal 
disease  (ESRD).  It  is  this  obser\'ation  that  has 
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provided  the  impetus  for  much  of  the  work  on 
dialysis  over  the  past  three  decades.  The  major 
advances  made  in  the  science  and  technology  of 
dialysis  during  this  period  have  saved  the  lives  of 
thousands  of  patients  with  ESRD.  Yet,  despite 
this  preservation  of  life,  mortality  and  morbidity 
have  remained  unacceptably  high  for  patients 
with  ESRD,  especially  in  the  United  States.''  Tlie 
scientific  and  public  concern  about  these  results 
stimulated  the  Division  of  Kidney,  Urologic,  and 
Hematologic  Diseases  of  the  National  Institute 
of  Diabetes,  Digestive  and  Kidney  Diseases  to 
initiate  a  clinical  trial  (called  the  HEMO  Study) 
to  evaluate  the  efficacy  of  the  hemodialysis  treat- 
ment regimen  to  reduce  morbidity  and  mortality 
in  hemodialysis  patients. 

During  the  protocol  development  phase  of  the 
HEMO  Pilot  Study  (October  1992  to  February 
1994),  several  interventions  deserving  investiga- 
tion were  considered,  including  time  on  dialysis, 
dose  of  dialysis,  membrane  flux,  and  nutrition. 
Because  of  the  prohibitively  large  sample  size 
that  would  be  required  to  address  all  of  these 
important  variables,  the  interventions  selected 
for  study  were  limited  to  the  dose  of  dialysis  and 
membrane  flux.  The  full-scale  trial,  launched  in 
March  of  1995,  is  a  randomized  multicenter 
clinical  trial  evaluating  the  effectiveness  of  the 
dose  of  dialysis  using  a  2  X  2  factorial  design 
("standard"  v  "high")  and  membrane  flux 
("low"  V  "high").*  The  Study  was  designed  to 
minimize  the  variance  of  the  two  target  KtA' 
values  to  help  to  ensure  that  a  "no  difference" 
between  the  groups  is  an  interpretable  result  that 
can  be  easily  translated  into  practice.  The  final 
results  of  the  HEMO  Study  are  likely  to  have 
important  practical  and  theoretical  implications 
for  dialysis  patients  and  care  providers.  On  the 
practical  side  are  the  design  of  dialyzers,  the 
patient's  dialysis  schedule,  targeted  blood  and 
dialysate  flow  rates,  and  cost.  The  theoretical 
implications  may  have  profound  effects  on  the 
way  dialysis  is  delivered  in  the  future.  At  the 
moment,  the  study  is  nearly  half  complete,  and 
although  both  investigators  and  patients  are 
blinded  to  the  overall  findings,  valuable  lessons 
have  been  learned  from  this  clinical  trial.  One  of 
these  lessons  is  the  validation  of  an  improved 
expression  for  quantifying  hemodialysis,  allow- 
ing a  more  precise  prescription  that  is  individual- 
ized to  achieve  the  target  dose  for  each  patient. 


143 

This  novel  definition  of  the  dialysis  dose  has 
been  a  source  of  misunderstanding  and  of  con- 
cern about  the  actual  dose  of  dialysis  prescribed 
for  study  participants.  This  report  details  the 
background,  derivation,  validation,  and  advan- 
tages of  the  new  expression  compared  with  the 
conventional  measures  now  in  use,  with  particu- 
lar attention  to  the  standard  arm  of  the  HEMO 
Study. 

DEFINING  THE  DOSE  OF  DIALYSIS 

Among  the  prevailing  measures  of  dialysis, 
the  most  exact  is  the  effective  urea  clearance  per 
dialysis  treatment,  expressed  as  a  fraction  of  the 
volume  of  urea  distribution  in  each  patient.  The 
resulting  expression  of  dosage,  "KtA',"  is  truly  a 
clearance  despite  the  absence  of  the  familiar 
units  for  clearance  (mL/min).  The  units  of  mea- 
surement in  the  expression  [K  (mL/min)]  [t  (min/ 
diaIysis)]/[V  (mL)],  can  be  expressed  as  a  frac- 
tion of  body  water  cleared  of  a  given  solute  per 
dialysis.  It  is  more  commonly  expressed  as  just  a 
fraction  without  giving  the  units  of  measure- 
ment. Fortunately,  Kt/V  for  urea  can  be  mea- 
sured easily,  primarily  from  the  fractional  fall  in 
blood  urea  nitrogen  (BUN)  from  the  start  to  the 
precise  end  of  dialysis,  modified  by  volume 
changes  caused  by  ultrafiltration  during  the  course 
of  dialysis,  and  by  urea  generation.  To  maintain 
precision  and  accuracy,  the  latter  modifications 
require  an  iterative  mathematical  modeling  pro- 
cess that  is  simple  in  concept  but  requires  a 
computer  to  calculate.'  The  resulting  value  is 
expressed  as  "spKtA',"  because  it  is  derived 
from  a  model  of  urea  kinetics  that  describes  the 
patient's  urea  volume  as  a  perfectly  equilibrated 
single  pool  (sp).  This  assumption  is  incorrect;  as 
shown  in  Fig  1,  a  disequilibrium  in  urea  concen- 
tration develops  during  hemodialysis  with  lower 
urea  concentrations  in  the  blood  compartment 
compared  with  peripheral  compartments  such  as 
muscle,  skin,  and  the  intracellular  environment. 
Because  the  dialyzer  removes  urea  only  from  the 
blood,  the  concentration  seen  by  the  dialyzer  is 
lower  than  the  overall  average  urea  concentra- 
tion in  the  total  body  water.  As  a  result,  the 
efficiency  of  dialysis  is  less  than  that  predicted 
by  the  single-pool  model.  Mathematically,  the 
dialyzer  clearance  term  (K),  in  the  expression  for 
single-pool  Kt/V,  overestimates  the  average 
"whole  body"  clearance.  Consequently,  single- 
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Fig  1.  Blood  urea  concentrations  (BUN)  measured 
during  and  Immediately  after  dialysis  In  a  single  pa- 
tient The  greater  fall  In  BUN  during  dialysis  and  the 
rebound  after  dialysis  results  from  urea  disequilibrium 
within  the  patient  Disequilibrium  Is  caused  by  differ- 
ences In  blood  flow  and  a  delay  in  diffusion  of  urea 
among  body  compartments.  Cp„  =  BUN  before  dialy- 
sis, Cpoo  =  BUN  Immediately  after  dialysis,  Ce<,  =  BUN 
30  minutes  after  the  end  of  dialysis,  adjusted  Ce<,  =  C,,, 
after  subtracting  the  effect  of  urea  generation  for  30 
minutes. 


pool  KtA'  overestimates  the  actual  dose  of  dialy- 
sis received  by  the  patient. 

It  is  important  to  emphasize  that  although  the 
delivered  dialyzer  clearance  is  usually  accurate 
when  measured  using  the  predialysis  and  imme- 
diate postdialysis  BUN,  delayed  diffusion  of 
urea  from  the  peripheral  compartments  of  the 
patient  (urea  disequilibrium)  reduces  the  actual 
delivery  of  urea  to  the  dialyzer.  This  reduced 
delivery  of  urea  does  not  lower  the  dialyzer 
clearance  but  reduces  the  urea  concentration  at 
the  dialysis  membrane  relative  to  the  total  body 
urea  pool.  Hence,  the  urea  gradient  and  therefore 
the  rate  of  urea  diffusion  is  reduced,  and  the 
actual  amount  of  urea  removed  from  the  patient 
is  less  than  it  would  be  in  the  absence  of  disequi- 
librium. As  a  result,  the  overall  effectiveness  of 
delivered  dialysis  falls  below  that  predicted  by 
the  single-pool  model  (Fig  1). 

It  is  this  flaw  of  spKtA',  as  an  expression  of  the 
effectiveness  of  hemodialysis,  that  led  the  HEMO 
Study  investigators  to  adopt  a  measure  of  the 
effective  patient  clearance  of  urea  (eKL^)  during 
dialysis  that  corrects  for  disequilibrium  by  using 
tlic  equilibrated  level  of  urea  concentration.  Like 


spKtA',  this  expression  is  also  a  measure  of  the 
fractional  clearance  of  urea  per  dialysis,  but  the 
clearance  is  no  longer  that  of  the  dialyzer.  The 
"K"  term  in  the  expression  "eKtA'"  is  often 
termed  the  "patient  clearance,"  because  it  repre- 
sents the  effective  clearance  of  urea  after  equili- 
bration is  taken  into  account.  Because  urea  equili- 
brates completely  throughout  the  body,  usually 
within  an  hour  after  completion  of  dialysis, '°  the 
actual  benefit  of  dialysis  to  the  patiei.t  is  better 
measured  from  the  equilibrated  rather  than  the 
immediate  postdialysis  BUN.  To  measure  eKtA' 
conventionally,  one  must  measure  or  estimate 
the  equilibrated  postdialysis  urea  concentration 
(Ceq).  Once  Ceq  is  determined,  eKtA'  is  calcu- 
lated in  the  same  way  as  spKtA'  except  that  Ceq 
is  substituted  for  the  immediate  postdialysis  BUT^ 
in  the  calculation. 

MEASUREMENT  OF  eKt/V 

Unfortunately,  measuring  Ceq  is  impractical 
because  of  the  added  time  required  of  the  patient 
and  of  the  staff  to  obtain  the  1-hour  postdialysis 
blood  sample.  The  resulting  inconvenience  and 
attendant  cost  are  difficult  to  justify.  To  resolve 
this  problem,  a  concerted  effort  was  made  during 
the  pilot  phase  of  the  HEMO  Study  to  circum- 
vent the  requirement  for  actually  measuring  Ceq 
from  a  1-hour  postdialysis  BUN.  Alternative 
methods  that  were  studied  and  compared  in- 
cluded measurement  of  dialysate  urea  losses,"  '^ 
measurement  of  additional  single  or  multiple 
BUN  levels  during  the  course  of  treatment,'^  and 
a  simple  linear  formula  for  estimating  eKtA' 
from  the  rate  of  urea  removal  during  dialysis 
(rate  method).  Results  of  these  alternative  meth- 
ods were  compared  with  the  true  Ceq  and  eKtA/ 
determined  from  a  blood  sample  taken  at  30 
minutes  postdialysis.'''  In  addition  to  providing 
comparative  data,  these  efforts  validated  a  simple 
linear  equation  based  on  the  fractional  rate  of 
urea  removal'^; 

eKtA/ =  spKtA' -  0.60(KA/) -t- 0.03  (1) 

where  KA'  is  expressed  in  hours  '.  This  equation, 
which  had  been  derived  independently  of  the 
HEMO  Study,'^  shows  that  for  the  same  spKtA/, 
eKtA/  will  decrease  as  the  intensity  of  dialysis 
(KA/)  increases  and  the  time  on  dialysis  is  short- 
ened. When  applied  to  the  data  collected  during 
the  pilot  phase  of  the  HEMO  Study,  eKtA/  calcu- 
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lated  from  Equation  1  matched  the  true  value  of 
eKtA',  determined  from  the  measured  Ceq,  at 
least  as  well  as  any  of  the  other  methods  requir- 
ing multiple  BUN  measurements.  This  close 
match  with  the  true  eKtA^  validated  the  accuracy 
of  equation  1  and  justified  its  adoption  for  the 
HEMO  Study.'* 

The  physiological  implications  of  equation  1 
are  that  urea  rebound  and  therefore  urea  disequi- 
librium are  predictable  and  that  the  major  deter- 
minant of  urea  disequilibrium  is  ¥ifV,  the  inten- 
sity of  dialysis.  A  practical  advantage  of  equation 
1  is  that  no  additional  samples  of  blood  or 
dialysate  are  necessary.  This  eliininated  the  incon- 
venience to  patients  and  the  cost  to  dialysis 
facilities  otherwise  incurred  in  attempts  to  accu- 
rately measure  urea  clearance  during  dialysis. 
Another  advantage  of  deriving  eKtA'^  using  equa- 
tion 1  is  that  spKtA'^  must  be  calculated;  spKtA/ 
is  the  initial  measure  of  dialysis  dose,  and  eKtA/ 
is  derived  from  it.  This  allows  a  comparison  of 
the  current  single-pool  standard  (spKtA^)  with 
the  more  accurate  dose  based  on  the  patient 
clearance  and  equilibrated  urea  concentrations 
(eKtA'^).  It  should  be  emphasized  that  the  monthly 
measurement  of  dialysis  dosage  obtained  in  each 
HEMO  Study  subject  is  the  standard  spKtA' 
derived  from  the  predialysis  and  postdialysis 
BUN.  The  difference  is  in  how  the  patient  is 
managed  from  that  point  forward  in  light  of  a 
better  appreciation  of  the  physiology  of  urea 
removed  during  dialysis.  This  is  the  rationale  for 
the  adoption  of  eKtA'^  as  the  targeted  standard  for 
HEMO  Study  patients,  an  improved  and  more 
accurate  measure  of  dialysis  rather  than  the  per- 
petuation of  the  more  limited  spKtTv^. 

The  HEMO  Study  compares  a  standard  dose 
of  delivered  dialysis  (eKifV)  of  1.05  per  treat- 
ment with  a  higher  dose  of  1.45  per  treatment 
delivered  three  times  per  week.  The  dialysis  dose 
for  each  patient  is  based  on  a  set  of  prescriptions 
provided  by  the  Data  Coordinating  Center  (DCC) 
aimed  at  setting  a  high  urea  clearance  (K),  and 
varying  time  on  dialysis  (t)  to  achieve  the  target 
for  each  patient.  Time  is  constrained  only  at  its 
low  end,  to  a  minimum  of  2.5  hours.  Adjust- 
ments of  dialyzer  surface  area  and  blood  and 
dialysate  flow  rates  are  recommended  by  the 
DCC  according  to  the  size  of  the  patient  (V)  for 
each  prescription. 
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THE  "STANDARD"  ARM  OF  THE  HEMO  STUDY 

The  standard  dose  of  dialysis  was  of  most 
concern  to  the  investigators  of  the  HEMO  Study 
and  members  of  the  External  Advisory  Commit- 
tee (EAC).  This  dose  of  dialysis  was  chosen  to 
reflect  what  was  and  continues  to  be  the  current 
standard,  agreed  on  by  most  of  the  professional 
and  voluntary  renal  organizations,  based  on  both 
evidence  and  judgment.  The  standard  adopted  by 
the  National  Institutes  of  Health,  the  Renal  Phy- 
sician's Association,  and  the  National  Kidney 
Foundation-Dialysis  Outcomes  Quality  Initiative 
(NKF-DOQI),  IS  a  minimum  spKtA'  of  1.2/ 
dialysis  thrice  weekly. '^  '^  This  level  is  well 
above  the  dose  that  has  been  shown  to  be  un- 
equivocally substandard^ and  is  above  the  dose 
delivered  to  most  dialysis  patients.^' 

The  average  spKtA'  achieved  in  most  dialysis 
centers  has  increased  gradually  and  is  now  over 
1.2  per  treatment,  due  at  least  in  part  to  the 
national  recommendations  just  mentioned.  This 
increase  in  the  average  dialysis  dose  observed  in 
the  United  States  has  resulted  in  several  observa- 
tional studies  comparing  the  outcomes  in  pa- 
tients receiving  "higher"  dialysis  doses  with 
those  of  patients  receiving  "lower"  doses.^'"'^^ 
Unfortunately,  such  uncontrolled  studies  cannot 
conclude  that  a  higher  KtA^  is  beneficial  because 
of  a  phenomenon  known  as  "the  error  of  the 
mean."^"*  Figure  2  shows  this  error  in  inteipreta- 
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Fig  2.  illustration  of  the  phenomenon  of  the  error  of 
the  mean.  !n  a  random  cross  section  of  patients,  even 
If  no  additional  benefit  Is  achieved  by  Increasing  eKt/V 
above  1.00  per  dialysis,  the  group  mortality  will  de- 
crease when  the  mean  eKtA'  Is  shifted  upward  from  1 .0 
to  1.4.  The  reason  for  this  Improvement  In  mortality  Is 
Illustrated  here.  Patients  In  the  lower  half  of  the  bell- 
shaped  distribution  curve  are  at  risk  for  higher  mortal- 
ity. When  the  mean  for  the  entire  group  shifts  to  1.4, 
these  patients  escape  the  risk. 
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tion  of  the  data  by  illustrating  a  hypothetical 
distribution  of  eKt/V  values.  As  the  average 
eKtA'  increases,  the  proportion  of  patients  fall- 
ing within  the  substandard  region  decreases,  giv- 
ing a  false  impression  that  the  higher  dose  is 
beneficial.  The  available  evidence  for  a  benefit 
from  a  limitless  increase  of  hemodialysis  dose  is 
controversial.  Larger  studies  such  as  the  United 
States  Renal  Data  System  (USRDS)  case  mix 
mortality  study  show  little  or  no  benefit^'  Con- 
versely, smaller  studies  suggest  some  benefit.^^^ 
Unfortunately,  none  of  these  studies  are  random.- 
ized,  all  rely  on  incomplete  historical  data,  and 
comparative  information  is  derived  from  a  pro- 
gressive and  sequential  improvement  in  the  aver- 
age spKtA^.  Furthermore,  the  methodology,  and 
therefore  the  accuracy,  of  KtA^  measurements 
reported  in  the  literature  is  variable,  and  a  valid 
comparison  of  results  is  not  possible.^''-^  In  fact, 
careful  examination  and  statistical  analyses  of 
reports  suggesting  continued  benefit  from  in- 
creased dialysis  doses  have  questioned  the  valid- 
ity of  the  conclusions  derived  in  those  reports.-^"* 
Additionally,  in  deriving  conclusions  from  uncon- 
trolled and  notirandomized  studies,  consider- 
ation must  be  given  to  patients  with  higher  mor- 
bidity who  are  more  difficult  to  dialyze  and 
consequently  achieve  a  lower  KtA'.  For  example, 
seriously  ill  and  terminal  patients  may  have  a 
higher  incidence  of  failing  access  devices  and 
require  more  central  catheters  that  impose  limita- 
tions on  the  amount  of  dialysis  delivered.  In 
addition,  the  contribution  of  residual  renal  func- 
tion is  not  considered  in  any  of  the  published 
reports.  Whether  a  higher  dose  of  dialysis  is 
beneficial  and  safe  for  hemodialysis  patients  can 
be  answered  only  by  a  carefully  designed  and 
conducted  randomized  clinical  trial  (Fig  2). 

Randomized  clinical  trials  represent  a  major 
advance  over  the  historically  time-honored 
method  of  judging  new  treatments  by  trial  and 
error.  The  methodology  derives  from  principles 
developed  for  agricultural  research  that  include 
calculations  to  allow  for  variability  in  results 
attributed  to  chance  alone.  The  current  model  for 
these  studies,  molded  over  the  past  several  de- 
cades, is  considered  the  gold  standard  for  testing 
medical  treatments.  This  lofty  status  notwith- 
standing, randomized  clinical  trials  do  have  limi- 
tations, not  the  least  of  which  are  the  restraints 
necessary  to  limit  risk  to  the  subjects  drafted  into 
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a  study.  This  is  the  major  reason  that  clinical 
trials  must  be  monitored  by  an  external  body  and 
require  the  understanding  and  support  of  the 
public  and  the  profession.  Patients  who  unself- 
ishly choose  to  subject  themselves  to  the  risks  of 
any  therapeutic  trial  deserve  responsible  supervi- 
sion and  understanding  support  from  their  com- 
munity. Otherwise,  it  is  relatively  easy  to  under- 
mine this  type  of  project  by  using  intimidation 
tactics.^* 

The  volunteers  for  the  HEMO  Study  are  pro- 
tected by  an  independent  EAC  that  monitors  the 
outcome  of  randomization,  because  the  investiga- 
tors are  blinded  to  these  outcomes.  In  addition, 
constant  feedback  from  the  DCC  ensures  that 
individual  patients  do  not  stray  too  far  from  their 
prescribed  doses  from  month  to  month. 

ENSURING  SAFETY  OF  THE  STANDARD 
Kt/V  INTERVENTION 

If  the  current  recommended  minimum  spKt^ 
of  I.2ydialysis,  three  times  per  week  is  accepted 
as  a  de  facto,  albeit  soft,  standard,  how  are 
patients  who  are  randomized  to  the  lower  dose 
arm  of  the  HEMO  Study  protected  from  underdi- 
alysis?  The  targeted  dose  is  an  eKtA^  of  1.05  per 
dialysis.  Equation  1  indicates  that  if  spKtA'  is 
constant,  eKtfV  decreases  when  the  intensity  of 
dialysis  (K/V)  increases.  For  this  to  happen,  the 
time  on  dialysis  must  shorten.  The  reduction  in 
eKtA'^  as  time  is  shortened  is  intuitively  predict- 
able because  disequilibrium  is  more  pronounced 
and  dialysis  is  less  efficient  when  the  same  dose, 
expressed  as  total  dialyzer  clearance  (spKt/V),  is 
given  over  a  shorter  interval.  Because  KA'  = 
(spKtA'')/t,  a  rearrangement  of  equation  1  will 
give: 

spKtA^  =  (eKtA'  -  0.03)/(l  -  0.60/t)  (2) 

Equation  2  shows  that  an  eKtA^  of  1 .05/dialysis 
translates  to  different  values  of  spKtA^  depend- 
ing on  dialysis  time.  Examples  of  the  relation- 
ship, derived  from  equation  2,  between  patient 
clearance  (eKt/V)  and  dialyzer  clearance  (spKt/ 
V),  as  time  on  dialysis  increases,  are  shown  in 
Table  1 .  It  can  be  seen  that  for  the  target  eKtA^  of 
1.05  the  corresponding  spKtTV  falls  below  the 
minimum  only  for  patients  dialyzed  for  4.5  hours 
or  longer  Because  prolonging  dialysis  at  the 
same  spKtA'  improves  its  efficiency,  eKtTV  bet- 
ter reflects  the  true  dialysis  dose.  For  HEMO 
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Table  1.  Values  for  spKt/V  Calculated  From  eKt/V 
and  Dialysis  Time  Using  Equation  2 


Dialysis  Time 

eKt/V 

(hr) 

1.00 

1.05 

1.45 

2.0 

1.39 

1.46 

2.03 

2.5 

1.28 

1.34 

1.87 

3.0 

1.21 

1.28 

1.78 

3.5 

1.17 

1.23 

1.71 

4.0 

1.14 

1.20 

1.67 

4.5 

1.12 

1.18 

1.64 

5.0 

1.10 

1.16 

1.61 

NOTE.  Both  values  for  Kt/V  are  expressed  as  a  frac- 
tional clearance  per  dialysis  3x/week. 

Study  patients,  the  mean  difference  between 
spKtA^  and  eKtA'  in  the  standard  arm  was  0.23  ± 
0.04  and  in  the  high  dose  arm  was  0.25  ±  0.04. 

As  noted  above,  the  initial  measure  of  dialysis 
dose  in  the  HEMO  Study  is  the  single-pool  KtA' 
(spKtA^)  from  which  eKtA'  is  derived  using 
equation  1.  Because  spKtA^  is  calculated,  the 
mean  spKtA^  is  precisely  known  for  all  patients 
enrolled  in  the  study.  The  mean  spKtA',  after  2 
years  of  recruitment,  in  426  patients  randomized 
to  the  standard  KtfV  arm  was  1.32  per  dialysis, 
as  shown  in  Fig  3,  which  compares  the  distribu- 
tion of  the  mean  spKtA'  values  of  the  patients  in 
the  two  dialysis  dose  arms  of  the  HEMO  Study 
with  that  of  the  values  obtained  in  the  Phase  I 
prevalence  study  conducted  by  the  USRDS  in 
1993.  The  curve  for  the  standard  Kt/V  arm  of  the 
HEMO  Study  patients  skewed  slightly  to  the 
right  so  that  less  than  4%  fell  below  the  mini- 
mum spKtA'  of  1.20.  This  very  narrow  range 
reflects  the  concerted  efforts  of  the  HEMO  Study 
investigators  to  maintain  the  statistical  power  of 
the  study  by  separating  and  tightly  controlling 
the  two  randomized  dialysis  dose  prescriptions. 
The  mean  spKtA'  is  well  above  the  current 
recommended  minimum  standard  and  above  that 
currently  achieved  in  most  dialysis  centers  in  the 
United  States.  It  should  be  noted  that  the  USRDS 
data  shown  in  Fig  3  represent  that  of  the  most 
recently  available  national  sample  of  prevalent 
dialysis  patients  in  whom  spKTA'  is  measured. 
Data  from  the  Health  Care  Financing  Agency 
indicate  that  between  1993  and  1995  mean  urea 
reduction  ratio  (URR)  has  increased  from  ap- 
proximately 63%  to  66%.  This  change  corre- 
sponds to  an  increase  in  mean  spKtA/  of  approxi- 
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mately  0. 1  units.  However,  because  of  the  much 
lower  variability  of  spKtA'  in  the  standard  arm 
of  the  HEMO  Study,  the  proportion  of  the  Study 
subjects  whose  dialysis  dose  falls  by  chance 
below  1.2  per  treatment  is  significantly  lower 
(4%).  These  interim  data  indicate  that  the  dose  of 
dialysis  delivered  in  the  standard  KtA'  arm  of  the 
HEMO  Study  is  tightly  controlled,  and  provides 
evidence  that  HEMO  Study  patients  are  well 
protected  from  underdialysis  based  on  current 
criteria  for  hemodialysis  adequacy. 

URR  AS  A  MEASURE  OF  DIALYSIS  DOSE 

The  URJl,  defined  as  the  decrease  in  BUN 
divided  by  the  predialysis  BUN,  includes  the 
most  significant  factor  that  determines  KtA',  the 
ratio  of  postdialysis  to  predialysis  BUN.  and  has 
been  used  as  a  simplified  measure  of  the  dialysis 
dose.  The  mean  value  for  URR  in  the  426  HEMO 
patients  randomized  to  the  standard  dialysis  dose 
was  67%.  Although  highly  correlated  with  KtA' 
in  population  studies,  URR  fails  to  reflect  the 
actual  dose  received  by  an  individual  patient 
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Fig  3.  Distribution  of  delivered  single  pool  Kt/V  for 
patients  in  the  standard  arm  (middle  curve)  and  In  the 
fiigh  arm  (right  curve)  of  the  HEMO  Study  who  were 
followed-up  for  more  than  4  months  through  May  1997. 
Data  from  the  1993  US  Renal  Data  System  (USRDS) 
case  mix  mortality  study  (left  curve)  are  included  for 
comparison.  In  each  study,  the  analyses  were  re- 
stricted to  patients  with  four  or  more  measurements  of 
Kt/V  to  reduce  the  effect  of  measurement  error.  To 
produce  the  distributions  in  this  figure,  all  available 
single-pool  Kt/V  measurements  were  first  averaged  for 
each  patient  A  nonparametric  density  estimation  pro- 
cedure with  normal  kernals  was  then  used  to  describe 
the  distributions  of  the  mean  single-pool  Kt/V  values. 
For  the  USRDS  data,  51.3%  had  Kt/V  values  less  than 
1.2.  In  the  HEMO  Study,  only  4%  In  the  standard  arm 
and  none  In  the  high  arm  fell  below  the  1.2  spKt/V 
minimum. 
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Rg  4.  For  a  single  patient,  URR  can  vary  despite 
constant  values  of  KtA'.  The  different  values  for  URR 
result  mostly  from  differences  In  weight  gain  between 
and  requisite  weight  loss  (AWt)  during  hemodialyses. 

because  of  variable  amounts  of  fluid  lost  during 
dialysis  which  generally  depends  on  that  gained 
between  dialyses  (Fig  4).  As  a  consequence  of 
ultrafiltration  during  dialysis,  it  is  possible  for  a 
patient  to  receive  adequate  treatment  when  the 
URR  is  below  standard  or,  conversely,  to  receive 
inadequate  treatment  when  the  URR  is  above 
standard.  Furthermore,  URR,  in  contrast  to  KtA^, 
does  not  provide  a  measure  of  protein  catabolism 
and  offers  no  logical  method  for  correcting  a 
prescription  that  is  inadequate.  For  these  reasons, 
URR,  which  is  calculated  in  the  HEMO  Study,  is 
not  used  as  a  standard  for  dialysis.  Similar  recom- 
mendations favoring  KtA'  in  preference  to  URR 
were  recently  made  by  the  NKF-DOQI  Hemodi- 
alysis Adequacy  Work  Group." 

ETHICAL  ISSUES  IN  THE  HEMO  STUDY 

Because  there  are  risks  associated  with  all 
clinical  trials,  fully  informed  consent  is  required 
from  all  study  participants.  Volunteering  for  a 
therapeutic  trial  is  a  noble,  unselfish,  and  altruis- 
tic act  that  can  place  a  volunteer  at  personal  risk 
for  the  greater  benefit  of  mankind.  Ironically,  for 
the  HEMO  trial,  it  is  not  the  lower  but  the  higher 
dose  of  dialysis  that  represents  the  unproven 
therapy  and  therefore  presents  a  potential  risk  to 
the  patient.  Although  uncontrolled  evidence  sug- 
gests that  this  is  not  the  case,  the  conceptual 
scientific  argument  remains  valid  until  unequivo- 
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cal  evidence  is  provided.  The  HEMO  Study  was 
designed  to  examine  both  the  safety  and  the 
efficacy  of  the  higher  dialysis  dose  compared 
with  an  acceptable  dose  reflecting  the  current 
standard  of  care.  The  limited  data  presented  in 
this  preliminary  report  show  that  the  latter  goal 
has  been  achieved;  the  standard  KtA'  arm  is  well 
within  the  standard  of  practice  and  above  the 
accepted  minimum.  As  in  all  clinical  trials,  if 
differences  in  outcome  are  found  between  the 
two  arms  of  the  study,  then  in  retrospect  the  arm 
of  the  study  with  a  poorer  outcome  would  be 
considered  relatively  "more  harmful."  The  an- 
swer to  the  question  must  await  completion  of 
the  clinical  trial.  To  assume  that  answers  to  the 
questions  posed  by  the  HEMO  Study  are  known 
without  testing  them  puts  all  dialysis  patients  at 
risk.  There  is  no  substitute  for  a  randomized 
clinical  trial  to  answer  these  vital  questions. 
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The  Hemodialysis  (HEMO)  Study:  Rationale  for  Selection 
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End-stage  renal  disease  (ESRD)  and  its  treatment 
are  among  the  critical  and  growing  health-c2u-e  is- 
sues in  the  United  States.  Despite  advances  in  the 
prevention  and  management  of  renal  disease,  the 
annual  growth  rate  of  the  ESRD  population  aver- 
aged 10%  between  1986  and  1989  (1).  The  mode  of 
renal  replacement  therapy  for  the  majority  of  these 
patients  has  been  hemodialysis.  With  the  increasing 
number  of  patients,  the  cumulative  cost  of  this  life- 
saving  therapy  has  become  staggering.  However, 
the  human  cost  of  morbidity  and  mortality  tran- 
scends the  dollar  cost  of  the  delivery  of  treatment. 
Mortality  rates  among  uialysis  patients  in  the  U.S. 
are  the  highest  in  the  developed  world  (2).  Several 
factors,  implicated  ais  causes  of  this  rise  in  mortal- 
ity, need  to  be  prospectively  examined  and  charac- 
terized. These  variables  include  patient-related  fac- 
tors (age,  race,  gender,  comorbidity,  nutritional  sta- 
tus, etc.)  and  treatment-related  variables  (dialysis 
dose,  membrane  type,  etc). 

Treatment-related  variables,  especially  the  dose 
of  dialysis,  are  particularly  important  as  they 
strongly  influence  survival  and  can  be  manipulated. 
In  fact,  it  has  been  questioned  whether  the  high 
mortality  rate  in  the  U.S.  reflects  inadequacy  in  the 
amount  of  dialysis  prescribed  and  actually  deliv- 
ered. Data  on  adequacy  of  dialysis  can  be  inferred 
from  the  results  of  the  National  Cooperative  Dialy- 
sis Study  (NCDS).  The  NCDS,  although  limited  by 
the  exclusion  of  patients  with  high  levels  of  comor- 
bid  conditions,  defmed  a  dose  of  dialysis  below 
which  adverse  events  frequently  occurred  (3).  This 
minimum  dose  was  subsequently  defined  as  a  Kt/V 
for  urea  of  10  (where  K  is  the  clearance  of  urea  by 
the  dialyzer,  t  is  the  dialysis  session  length  or  time, 
and  V  is  the  volume  of  distribution  of  urea).  Fur- 
ther analysis  of  the  results  of  the  NCDS  suggested 
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that  there  is  a  continuous  relationship  be- 
tween KtA^  and  patient  outcome,  rather  than  a 
"step-function"  with  a  specific  level  of  Kt/V  be- 
yond which  no  further  improvement  in  outcome  is 
observed  (4). 

There  is  also  other  evidence  to  suggest  that  as  the 
dose  of  dialysis  is  increased,  at  least  to  a  certain 
poorly  defined  point,  there  is  a  continuous  reduc- 
tion in  death  rate.  Recent  retrospective  studies 
demonstrate  that  survival  continues  to  improve  as 
KtA'^  increases  beyond  1.0  (5-7).  Indeed,  longer 
survival  of  hemodialysis  patients  has  been  reported 
to  be  associated  with  KtA'  ranging  from  1 .6-1.9  (8). 
As  a  result,  several  professional  organizations  and  a 
consensus  panel  have  established  a  minimum  re- 
quired dialysis  dose  (9).  The  recommended  mini- 
mum KtA'^  of  1.2  translates  approximately  into  a 
urea  reduction  ratio  (URR,  defined  as  pre  BUN- 
post  BUN/pre  BUN)  of  about  0.65.  Although  many 
dialysis  units  in  the  U.S.  have  targeted  these  higher 
KtA^  and  URR  levels,  data  from  the  United  States 
Renal  Data  System  (USRDS)  shows  that  in  50%  of 
the  population  the  delivered  KtA-'  remains  less  than 
1.1  (10).  These  guidelines  and  the  resulting  change 
in  dialysis  practice  are  indicative  of  the  empiricism 
that  has  characterized  the  evolution  of  dialysis  ther- 
apy. It  is  unlikely  that  higher  amounts  of  dialysis 
beyond  those  levels  will  be  given  routinely  until  the 
benefits  are  established  more  convincingly. 

The  use  of  Kt/V  for  urea  to  define  the  dose  of 
dialysis  is  based  on  the  assumption  that  urea  (mo- 
lecular weight  60  daltons)  can  be  used  as  an  index 
for  low  molecular  weight  substances  that  contribute 
to  mortality  and  morbidity.  The  recent  introduction 
of  new  membranes  with  greater  permeability  to 
large  molecules  (i.e.,  5,000-^0,000  daltons)  has  led 
to  an  increasing  awareness  of  their  possible  contri- 
bution to  mortality  and  morbidity  of  hemodialysis. 
However,  the  benefit  of  removing  large  molecules 
has  not  been  evaluated  in  a  prospective  study  where 
dose  (removal  of  small  molecules)  is  controlled.  In 
addition,  these  newer  membranes  differ  in  their 
composition,  biocompatibility ,  and  cost.  Presently, 
there  is  no  consensus  on  the  indications  for  the  use 
of  these  newer  membranes. 
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The  continuing  growth  of  thr  CSFD  vopuIatio.n. 
the  high  cost  of  treatment,  and  the  poor  outcomes 
of  renal  replacement  therapy,  as  judged  by  high 
mortality  and  morbidity  among  hemodialysis  pa- 
tients, set  the  stage  for  a  prospective  clinical  trial 
that  would  establish  an  optimal  dose  of  dialysis  for 
removal  of  both  low  and  high  molecular  weight  sub- 
stances. 

The  Hemodialysis  (HEMO)  Study 
Background 

The  Hemodialysis  (HEMO)  Study,  the  beginning 
of  the  full-scale  phase  of  the  multicenter  clinical 
trial,  firmly  reestablishes  government-supported 
biomedical  research  for  ESRD.  From  the  mid-1960s 
to  the  early  1980s,  the  National  Institutes  of  Health 
(NIH)  supported  a  number  of  the  significant  medi- 
cal advances  made  in  the  treatment  of  patients  with 
ESRD,  most  notably  continued  development  of  the 
artificial  kidney  (11)  and  the  NCDS  (3).  Shortly  af- 
ter publication  of  the  results  of  the  NCDS,  NIH 
support  for  research  in  ESRD  decreased  substan- 
tially until  there  was  no  organized  government- 
supported  effort  to  address  the  medical  problems  of 
hemodialysis  patients.  Based  in  part  on  data  from 
the  USRDS,  which  revealed  the  unacceptably  high 
mortality  rate  among  hemodialysis  patients,  the 
NIH  in  concert  with  representatives  of  the  Ameri- 
can Society  of  Nephrology,  the  Renal  Physicians 
Association,  the  National  Kidney  Foundation,  and 
the  American  Nephrology  Nurses'  Association, 
conducted  workshops  in  1991  and  1992  to  better 
define  research  priorities  for  ESRD  patients  (12).  Of 
highest  priority  was  the  need  to  determine  whether 
a  greater  than  usual  dose  of  delivered  hemodialysis 
could  significantly  decrease  the  mortality  and  mor- 
bidity experienced  by  patients  undergoing  this  life- 
sustaining  procedure.  In  1991  this  prompted  the 
NIH  to  issue  a  Request  for  Applications  (RFA)  for 
pilot  clinical  centers  and  a  data  coordinating  center 
to  develop  the  protocol  and  test  the  feasibility  of  a 
clinical  trial  that  would  reduce  mortality  and  mor- 
bidity in  hemodialysis  patients.  The  pilot  study, 
then  known  as  the  Mortality  and  Morbidity  in  He- 
modialysis (MMHD)  Study,  was  initiated  during  the 
summer  of  1993  and  preliminary  results  of  that 
phase  of  the  trial  have  been  repotted  (13,  14).  In 
December  1993,  a  second  RFA  was  released  to  ex- 
pand the  trial  into  a  full-scale  phase.  Fifteen  clinical 
centers  and  a  data  coordinating  center  were  se- 
lected to  participate  in  the  full-scale  trial  (Table  1). 
The  pilot  protocol  was  reexamined  in  the  fall  of 
1994  and  the  full-scale  protocol  was  completed  by 
the  end  of  that  year.  After  review  and  approval  by 
an  External  Advisory  Committee  (consisting  of  ex- 
perts in  nephrology  and  biostatistics)  early  in  1995, 
recruitment  began  on  March  20,  1995  with  follow- 
up  scheduled  through  March  2001, 

Given  that  a  fixed  budget  was  available  from  the 
NIH  to  support  the  HEMO  Study,  both  the  pilot 
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TABLE  I.  Clinical  cenltrs  and  central  facilities  participating  in 
the  pilot  and  full-scale  phases  of  the  HEMO  study 

Center  #  Name  of  Center 

Pilot  study 

Center  1  Beth  Israel  Medical  Center 

New  York,  New  York 
Center  2  Harbor — UCLA  Medical  Center 

Los  Angeles,  California 
Center  3  New  England  Medical  Center 

Boston,  Massachusetts 
Center  4  Vanderbilt  University  Medical  Center 

Nashville,  Tennessee 

Full-scale  study 


Center  1 

Beth  Israel  Medical  Center 

New  York,  New  York 

Center  2 

Bowman  Gray  School  of  Medicine 

Winston  Salem,  North  Carolina 

Center  3 

Brigham  and  Women's  Hospital 

Roxbury,  Massachusetts 

Center  4 

Duke  University 

Durham,  North  Carolina 

Center  5 

Emory  University  Hospital 

Atlanta,  Georgia 

Center  6 

Lankenau  Hospital  and  Medical 

Research  Center 

Wyruiewood,  Pennsylvania 

Center  7 

New  England  Medical  Center 

Boston,  Massachusetts 

Center  8 

University  of  Alabama  at  Birminghsun 

Birmingham,  Alabama 

Center  9 

University  of  California,  Davis 

Sacramento,  California 

Center  10 

University  of  Illinois 

Chicago,  Illinois 

Center  11 

University  of  Rochester 

Rochester,  New  York 

Center  12 

University  of  Texas  Southwestern 

Medical  Center 

Dallas,  Texas 

Center  13 

University  of  Utah 

Salt  Lake  City,  Utah 

Center  14 

Vanderbilt  University  Medical  Center 

Nashville,  Tennessee 

Center  15 

Washington  University 

St.  Louis,  Missouri 

Data  Coordinating  Center  for  the  Pilot  and  FuU-Scale  Studies:  The 
Cleveland  Clinic  Foundation,  Cleveland,  Ohio 

Chair,  Steering  Committee  for  the  PUot  and  FuU-Scale  Studies,  Baylor 
College  of  Medicine,  Houston.  Texas 


and  full-scale  trial  investigators  were  required  to 
make  difficult  choices  concerning  the  number  and 
type  of  interventions  to  be  implemented.  Initially, 
several  interventions  were  considered,  including 
dose  of  dialysis,  dialysis  time,  nutrition,  membrane 
flux  and  membrane  biocompatibility.  The  scientific 
justification  of  each  of  the  proposed  interventions 
was  vigorously  debated  during  frequent  meetings  of 
the  Steering  and  Planning  Committee.  Ultimately,  it 
became  necessary  to  prioritize  the  importance  of 
these  factors  based  on  likelihood  of  their  improving 
the  survival  of  hemodialysis  patients  and  whether 
they  could  be  implemented  within  the  fmancial  re- 
sources allocated.  In  the  pilot  study,  dose  of  dialy- 
sis (as  measured  by  equilibrated  or  eKlA/  that  ac- 
counts for  post-dialysis  urea  rebound),  membrane 
fiux  and  biocompatibility  were  tested  as  interven- 
tions in  a  small  number  of  patients.  In  the  full-scale 
trial,  the  minimum  recommended  dose  of  dialysis 
will  be  compared  to  a  higher  dose;  and  the  effect  of 
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other  comorbid  conditions,  scium  a'.bu.Tiir..  and  so- 
rum  creatinine.  These  variables  have  been  explic- 
itly modeled  in  the  power  estimates  discussed. 
Other  variables  that  will  be  assessed  include;  cause 
of  renal  disease,  health  status,  socio-economic  as- 
pects, prior  peritoneal  dialysis  or  renal  transplanta- 
tion, status  awaiting  transplantation,  treatment  with 
angiotensin  converting  enzyme  inhibitors  (ACEI) 
or  p-blockers,  treatment  with  erythropoietin,  com- 
plications during  dialysis,  blood  pressure  control, 
and  fluid  removal  during  dialysis. 


Justification  of  Urea  as  the  Low  Molecular 
Weight  Solute 

At  present  the  quantification  and  prescription  of 
hemodialysis  is  based  on  measures  of  urea  removal. 
Urea  is  only  a  "mild"  uremic  toxin,  in  that  elevated 
plasma  levels  of  urea  per  se  have  been  reported  to 
cause  no  detectable  clinical  effects  (15).  However, 
urea  is  a  surrogate  for  other  water  soluble,  poorly 
protein-bound  compounds  of  low  molecular  weight 
which  do  accumulate  in  renal  failure  and  are  known 
to  exert  toxic  effects.  Most  published  studies  of  di- 
alysis adequacy  have  used  KtA'^  as  the  measure  of 
urea  removal  (16).  The  URR  has  been  suggested, 
but  not  proven,  as  an  altemale  and  equally  reliable 
indicator  of  the  adequacy  of  dialysis  measurement 
(17).  However,  the  relationship  between  Kt/V  and 
URR  is  exponential,  with  large  increases  in  Kt/V 
above  1.5  resulting  in  only  small  increases  in  URR. 
For  example,  increasing  the  Kl/V  from  1.5  to  2.0 
would  be  associated  with  an  increase  in  the  URR 
from  73%  to  only  82%.  The  URR  is  therefore  less 
sensitive  to  changes  in  dose  than  is  Kt/V.  Thus,  if 
levels  of  Kt/V  above  1.5  do  provide  additional  clin- 
ical benefit,  it  is  logical  to  surmise  that  the  benefi- 
cial effect  is  due  to  removal  of  low  molecular  weight 
solutes  other  than  urea.  The  widespread  availability 
of  high  efficiency  dialyzers  offer  the  possibility  of 
providing  even  higher  Kt/V  levels  with  conven- 
tional dialysis  times  of  3— 4.5  hours  per  treatment. 

In  the  HEMO  Study,  the  target  eKt/V  for  the 
standard  therapy  group  will  be  1.0  with  a  compli- 
ance range  of  0.9-1.1.  Because  the  trial  primarily 
uses  high  efficiency  dialyzers,  the  average  K/V  will 
be  about  0.4,  and  AKt/V  (difference  between  equil- 
ibrated and  single-pool  Kt/V)  will  be  (0.6  x  0.4)  - 
0.03  =  0.21  Kt/V  units  (18).  Thus,  it  is  anticipated 
that  the  mean  single-pool  Kl/V  in  the  usual  Kt/V 
group  will  be  about  1.2,  which  is  the  level  recom- 
mended by  the  recent  consensus  recommendations. 
For  the  high  Kt/V  group,  the  target  eKt/V  is  1.4, 
with  a  compliance  range  of  1.3-1.5.  Again,  because 
the  average  K/V  will  be  about  0.4,  and  therefore  the 
AKt/V  will  be  about  0.21  the  single-pool  Kt/V  for 
the  high  Kt/V  group  will  average  about  1.6.  This 
value  is  appropriate  because  it  is  substantially 
higher  than  is  currently  achieved  in  practice.  The 
Pilot  Study  demonstrated  that  an  eKt/V  of  I  4  could 
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be  achieved  in  «4.5  hours  in  patients  u  ith  urea  dis- 
tribution volumes  of  up  to  47  liters  (13.  14). 


Justification  of  P2-Microglobulin  as  the  Middle 
Molecular  Weight  Solute 

Whereas  urea  removal  is  now  the  accepted  stan- 
dard for  quantification  of  dialysis,  there  is  evidence 
that  removal  of  solutes  having  larger  molecular 
weight  may  also  be  important.  Since  the  nonnal  kid- 
ney clears  substances  with  molecular  weights  up  to 
60,000  daltons,  it  is  possible  that  removal  of  large 
molecular  weight  substances  by  dialysis  may  be 
beneficial.  Currently  available  dialyzer  membranes 
with  comparable  ability  to  remove  urea  vary  to  a 
very  great  extent  in  their  ability  to  remove  large 
molecular  weight  substances,  e.g.,  in  the  5,000- 
40,000  dalton  range.  Preliminary  evidence  suggests 
that  use  of  membranes  which  remove  large  molec- 
ular weight  substances  may  be  of  some  clinical  ben- 
efit (19-22).  On  the  other  hand,  it  is  possible  that 
increased  removal  of  amino  acids  and  larger  molec- 
ular weight  solutes  might  be  detrimental.  In  addi- 
tion, the  use  of  membranes  with  high  permeability 
may  increase  the  transfer  of  bacterial  proteins  and 
other  noxious  byproducts  in  the  dialysate  to  the  pa- 
tient, with  potentially  deleterious  side  effects. 

Although  the  spectrum  of  uremic  toxins,  both 
small  and  large,  remains  largely  undefined,  p," 
microglobulin  has  emerged  as  a  marker  for  the  eval- 
uation of  large  molecular  solute  accumulation  and 
removal  during  dialysis.  With  a  molecular  weight  of 
11,900  daltons,  Pj-microglobulin  is  removed  to  a 
negligible  extent  by  so-called  "low  flux"  mem- 
branes; however,  reductions  of  up  to  40%  in  circu- 
lating Pj-microglobulin  levels  can  be  achieved  dur- 
ing dialysis  using  a  high  flux  membrane. 

The  specific  choice  of  pj-microglobulin  as  a  sur- 
rogate large  uremic  toxin  is  valid  for  several  rea- 
sons. First  as  the  important  precursor  molecule 
linked  to  dialysis-associated  amyloid  syndrome,  p^- 
microglobulin  is  a  clinically  relevant  large  molecu- 
lar weight  uremic  toxin.  Second,  reliable  assays  are 
available  for  the  rapid  determination  of  serum  p^- 
microglobulin  concentrations.  Third,  rigorous  ki- 
netic models  accounting  for  the  dialytic  removal, 
generation,  and  intercompartmenlal  transfer  of  p^- 
microglobulin  can  be  developed.  Finally,  because 
the  removal  of  Pj-microglobulin  by  high  flux  mem- 
branes occurs  by  a  combination  of  diffusion,  con- 
vection, and  adsorption,  it  is  generally  a  dependable 
representative  of  large  molecular  weight  proteins. 
The  complexity  associated  with  characterizing  large 
molecular  weight  protein  removal  has  led  to  the  use 
of  the  percent  reduction  or  whole  body  clearance  of 
the  serum  p, -microglobulin  concentration  as  a 
method  of  estimating  pi-microglobulin  removal  dur-' 
ing  a  dialysis  session,  with  the  clear  understanding 
that  extensive  post-dialysis  rebound  of  Pj""^'^''^" 
globulin  may  occur. 
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TA/^I  F  2.  Targc!  tiiT.rs  (minutes)  for  usual  and  high 
equilibrated  Kt/\  goals 


Volume 

Usual  KlA' 

High  KtA' 

24-26 

150 

158-176 

26-28 

150 

167-187 

28-30 

150-151 

177-198 

30-32 

150-159 

187-209 

32-34 

150-167 

196-221 

34-36 

157-175 

206-232 

36-38 

163-183 

216-243 

3&-40 

170-191 

226-254 

40-42 

177-199 

235-265 

42-44 

184-206 

245-276* 

44-46 

191-214 

255-288* 

46^8 

198-222 

264-299* 

48-50 

205-230 

274*-3I0* 

50-52 

212-238 

284*-32I* 

•  Required  time  above  the  upper  4'/;  hours  dialysis  time  limit. 


require  treatment  with  either  low  blood  flow  rates 
or  low-efficiency  dialyzers,  which  represent  a  de- 
parture from  current  practice.  Thus,  if  no  difference 
in  survival  emerged  between  the  usual  and  high 
KtA'  groups,  the  study  would  not  answer  the  clin- 
ically relevant  question:  Can  high  efficiency  dialyz- 
ers be  used  to  maintain  usual  KtA'  while  shortening 
dialysis  time?  In  addition,  this  strategy  confounded 
blood  flow  rate  and  dialyzer  size  with  dialysis  dose 
which  could  lead  to  unanticipated  differences  be- 
tween the  usual  and  high  KtA'  groups.  Finally,  pa- 
tients randomized  to  the  usual  KtA^  groups  would 
be  deprived  of  a  potential  benefit,  namely  a  shorter 
dialysis  time. 

For  these  reasons,  in  the  Full-Scale  Study,  it  was 
decided  to  dialyze  patients  in  the  usual  group  for  a 
shorter  time  than  patients  in  the  high  KtA'  group. 
To  standardize  the  difference  in  time  between  the 
KtA'^  groups,  high-efficiency  dialyzers  will  be  em- 
ployed for  both  KtA'^  groups,  thus  maximizing  KA'. 
The  shortest  dialysis  treatment  time  required  to 
achieve  the  Kl^  goal  will  be  prescribed  in  both 
Kl'V  groups,  with  a  minimum  session  length  of  2.5 
hours,  unless  limitations  are  present  due  to  inability 
to  achieve  target  blood  flow,  ultrafiltration,  dry 
weight  or  normal  blood  pressure.  A  maximum  time 
of  4.5  hours  has  been  adopted  to  conform  to  usual 
procedure  in  most  dialysis  units.  Target  times  for 
the  usual  and  high  Kt/V  groups  are  shown  in  Table 
2.  The  selected  target  time  ranges  correspond  to  the 
dialysis  session  length  required  to  achieve  the  re- 
quired KlA'  using  a  blood  flow  rate  of  400-500  mil 
min,  a  dialysate  flow  rate  of  800  ml/min,  and  a  dia- 
lyzer mass-transfer  area  coefficient  of  800  ml/min. 

This  strategy  deliberately  confounds  time  and  Kt/ 
V.  Thus,  at  the  conclusion  of  the  study,  if  the  higher 
Kt/V  group  has  a  better  outcome,  it  will  not  be  cer- 
tain whether  the  benefit  is  due  to  a  higher  dose  or  a 
longer  dialysis  time.  Although  not  ideal  from  an  an- 
alytical point  of  view,  this  answers  the  most  clini- 
cally relevant  questions.  To  achieve  the  beneficial 
effect  observed  in  the  high  Kt/V  group,  it  would  be 
necessary  to  utilize  both  high-efficiency  dialyzers 
and  longer  time.  On  the  other  hand,  if  there  is  no 
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beneficial  effect  of  the  higher  KtA'.  high-efTiciency 
dialyzers  and  shorter  times  could  be  safely  used. 

Dialyzer  Reuse 
Reuse  and  Optimal  Dialysis 

Reuse  of  the  artificial  kidney  has  been  employed 
in  some  fashion  as  long  as  patients  have  been 
treated  for  chronic  renal  failure  with  hemodialysis. 
In  the  United  States,  the  majority  of  hemodialysis 
centers  have  programs  in  place  for  reprocessing  of 
dialyzers.  In  1993,  more  than  70%  of  centers  re- 
ported that  they  reused  disposable  dialyzers.  Ap- 
proximately 50%  of  the  centers  use  formaldehyde 
or  glutaraldehyde  and  50%  use  a  mixture  of  perace- 
tic  acid-hydrogen  peroxide  (Renalin)  as  the  sterilant 
(27).  In  units  where  formaldehyde  or  glutaraldehyde 
are  used,  bleach  is  used  inover  half  of  them.  Bleach 
is  not  routinely  used  with  Renalin,  however,  as  re- 
sidual bleach  may  inactivate  Renalin.  Reuse  chem- 
icals affect  many  aspects  of  the  hemodialyzer  that 
may  be  related  to  optimal  dialysis,  including  small 
and  large  molecule  clearance  and  biocompatibility. 
In  the  future,  heat  sterilization  without  chemical 
disinfectants  may  become  an  option  for  dialyzers 
composed  of  polysulfone. 

The  impact  of  reuse  on  urea  clearance  has  been 
found  to  be  small  and  acceptable  as  long  as  dialyzer 
fiber  bundle  volume  is  regularly  measured  and  dia- 
lyzers with  more  than  a  20%  fall  in  fiber  bundle 
volum.e  are  discarded  (28,  29).  There  is  no  informa- 
tion suggesting  that  use  of  certain  reuse  chemicals 
or  sterilants  is  particularly  beneficial  or  harmful 
with  regard  to  maintenance  of  dialyzer  urea  clear- 
ance. There  remains  the  possibility  of  idiosyncratic 
decreases  in  urea  clearance  due  to  insufficient  hep- 
arinization,  for  example,  dialysate  channeling  with 
certain  lots  of  dialyzers,  or  other  technical  prob- 
lems. 

Reuse  also  affects  the  clearance  of  larger  mole- 
cules, such  as  P2-f"icroglobulin.  For  example,  after 
about  10  reuses  with  reprocessing  methods  that  in- 
clude bleach,  there  are  marked  increases  in  ultrafil- 
tration, 32'"i'croglobulin  clearance,  and  protein 
leakage  through  polysulfone  membranes  (30).  Re- 
use with  Renalin,  without  bleach,  causes  a  slight  to 
moderate  diminution  of  P2-microglobulin  clearance 
through  PMMA  and  AN69  membranes  and  de- 
creased adsorption  of  Pj-microglobulin  to  AN69 
membranes  (31).  In  contrast,  Pj-microglobulin 
clearance  through  reused  polysulfone  membranes 
reprocessed  with  Renalin  does  not  appear  in  some 
studies  to  change  with  the  number  of  reuses  (32).  In 
membranes  that  show  a  decrease  in  P2-micro- 
globulin  clearance  with  reuse,  the  postulated  mech- 
anism is  decreased  adsorption  and/or  sieving  due  to 
protein  deposition  on  the  membrane  surface. 

Finally,  reuse  impacts  on  the  biocompatibility  of 
membranes.  When  cuprophane  membranes  are  re- 
processed with  formaldehyde,  glutaraldehyde,  or 
Renalin  without  bleach,  biocompatibility  (defined 
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maintain  a  protein  and  energy  intake  of  5^1.0  g/kg/ 
day  and  ^28  kcal/kg/day.  respectively.  At  baseline, 
anthropometry,  2-day  food  record  recalls,  appetite 
assessment  and  diet  satisfaction  will  be  recorded 
and  patient  demographics,  socioeconomic  status 
and  comorbidity  will  be  fully  described.  During  fol- 
low-up, changes  in  weight  and  biochemical  param- 
eters, such  as  albumin  and  PCR,  will  be  tracked.  In 
the  event  of  weight  loss  or  declining  serum  albumin, 
the  HEMO  Study  dietitian  will  work  with  the  dial- 
ysis unit  dietitian  to  augment  the  patient's  protein 
and  energy  intake  using  oral  and/or  intradialytic 
supplements.  These  nutritional  "action  items"  are 
defined  as  follows:  decrease  in  serum  albumin  of 
^0.3  g/dL  from  the  baseline  level  to  a  value  =s3.9 
g/dL;  and  undesired  weight  loss  of  2.5  kg  or  5%  of 
post  dialysis  body  weight  during  any  time  of  follow- 
up.  Secondary  analysis  of  the  data  will  allow  a  num- 
ber of  the  questions  listed  above  to  be  answered. 
The  trends  determined  by  the  HEMO  Study  should 
help  frame  new  questions  to  investigate  in  future 
prospective  studies. 

Cardiovascular  Disease 

Cardiovascular  Disease  and  Optimal  Dialysis 

Comorbid  conditions,  not  uremia,  cause  most 
deaths  in  hemodialysis  patients.  Indeed,  heart  dis- 
ease (myocardial  infarction,  congestive  heart  failure 
and  sudden  death)  accounts  for  30  to  50%  of  deaths 
reported  in  various  senes  (38-40).  The  high  preva- 
lence of  heart  disease  among  patients  initiating  he- 
modialysis in  the  U.S.  certainly  contributes  to  the 
subsequent  cardiovascular  mortality  (41).  More- 
over, left  ventricular  hypertrophy  (LVH),  left  ven- 
tricular dysfunction,  hypertension  and  hyperlipid- 
emia,  which  are  strong  independent  risk  factors 
among  the  general  population,  are  also  prevalent 
among  patients  treated  by  hemodialysis  and  are  as- 
sociated with  higher  mortality.  The  presence  of 
these  risk  factors,  and  the  efficacy  of  a  variety  of 
medical  therapies  to  ameliorate  them  in  the  general 
population,  led  to  the  consideration  of  whether  a 
program  of  cardiovascular  risk  factor  reduction 
should  be  undertaken  in  the  HEMO  Study. 

Left  Ventricular  Hypertrophiy  and  Dysfunction 

One  echocardiographic  survey  of  153  hemodialy- 
sis patients  found  normal  cardiac  structure  and 
function  in  only  23%.  LVH  was  found  in  55%,  left 
ventricular  dysfunction  without  LVH  was  found  in 
19%,  and  each  finding  was  associated  with  more 
than  a  two-fold  increase  in  mortality  (39).  Some  of 
the  factors  associated  with  these  abnormalities 
were  the  same  as  in  the  general  population:  older 
age,  higher  blood  pressure,  and  smoking. 

One  of  the  interventions  considered  in  a  cardio- 
vascular risk  factor  reduction  program  was  the  use 
of  angiotensin  converting  enzyme  inhibitors  ( ACEI) 
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because  of  their  salutary  effect";  on  both  LVH  and 
left  ventricular  dysfunction  (42).  Although  prior 
studies  have  not  included  hemodialysis  patients,  the 
beneficial  effect  of  ACEI  is  thought  to  be  reduction 
in  left  ventricular  wall  tension,  which  should  be  ap- 
plicable in  hemodialysis  patients.  Despite  low  sys- 
temic plasma  renin  activity  in  many  patients  with 
renal  disease,  the  renin-angiotensin  system  is  not 
suppressed  appropriately  for  the  extent  of  volume 
expansion  (43).  Furthermore,  ACEI  are  frequently 
prescribed  and  are  well-tolerated  in  hemodialysis 
patients.  Rarely,  ACE  inhibitors  may  cause  ana- 
phylactoid reactions  in  patients  dialyzed  with  cer- 
tain membranes  (e.g.,  AN69),  and  more  rarely,  in 
patients  treated  with  other  reused  synthetic  mem- 
branes (44).  In  the  HEMO  Study,  ACEI  and  other 
drugs  will  be  used  as  necessary  to  treat  hyperten- 
sion or  heart  disease.  The  number  of  patients 
treated  with  ACEI,  as  well  as  beta-adrenergic 
blockers  and  other  drugs  for  cardiovascular  disease 
will  be  tracked.  Secondary  analysis  of  this  data 
should  allow  for  a  partial  answer  to  this  question. 

Hypertension 

Hypertension  affects  approximately  80%  of  indi- 
viduals with  renal  disease  and  patients  initiating  he- 
modialysis (45).  However,  with  fluid  removal,  more 
frequent  monitoring  of  blood  pressure  and  adjust- 
ment of  anti-hypertensive  medications,  only  about 
30%  of  patients  on  renail  replacement  therapy  have 
elevated  pre-dialysis  blood  pressure  (45).  In  the 
NCDS,  average  pre-dialysis  blood  pressure  was 
148/89  mm  Hg  (46).  Although  normalization  of 
blood  pressure  during  dialysis  may  be  taken  as  an 
indication  of  effective  antihypertensive  treatment, 
continuous  ambulatory  blood  pressure  monitoring 
in  hypertensive  dialysis  patients  reveals  inter- 
dialytic  hypertension  in  80%  (47),  and  pre-dialysis 
hypertension  remains  a  risk  factor  for  death  from 
cardiovascular  disease  (45).  Even  in  dialysis  pa- 
tients who  are  normotensive  during  the  day,  noc- 
turnal blood  pressure  is  higher  than  normal  (48). 
These  findings  suggest  the  possibility  of  exposure  to 
higher  than  usual  levels  of  blood  pressure  in  a  large 
fraction  of  hemodialysis  patients,  which  may  con- 
tribute to  the  high  prevalence  of  LVH  and  cardio- 
vascular mortality. 

A  second  intervention  considered  was  to  control 
blood  pressure  to  lower  than  usual  levels.  There  are 
no  specific  recommendations  for  arterial  blood 
pressure  for  hemodialysis  patients.  The  guidelines 
set  forth  by  the  Joint  National  Committee  (JNC)  for 
Detection,  Evaluation  and  Treatment  of  Hyperten- 
sion (49)  are  a  blood  pressure  « 160/90  mm  Hg  for 
patients  >60  years  old,  and  s  140/90  mm  Hg  for 
patients  «60  years  old.  There  are  no  data  on  opti- 
mal blood  pressure  levels  in  hemodialysis  patients. 
For  the  HEMO  Study,  the  adopted  standard  of  care 
was  a  pre-dialysis  blood  pressure  of  « 160/90  mm 
Hg  and  a  post-dialysis  blood  pressure  of  « 140/90 
mm  Hg.  Since  pre-dialysis  blood  pressures  are 
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COMMENTS  ON  DIALYSIS  ADEQUACY  AND  OPTIMAL 

DIALYSIS 

DIALYSIS  ADEQUACY 

When  hemodialysis  for  ESRD  first  started  in  Seattle  in  1960,  patients  were 
dialyzed  for  24  hours  once  weekly.  It  quickly  became  obvious  that  this  resulted  in  a 
major  build  up  of  toxins,  fluid  and  symptoms  during  the  ensuing  six  days,  and  so  the 
schedule  was  altered  to  12  to  16  hours  twice  weekly.  Patients  improved.  With  more 
experience,  in  1963  this  was  changed  to  8  to  12  hours  thrice  weekly.  Patients  and 
their  complications  improved  even  more.  We  stopped  at  thrice  weekly  because  of 
the  hassle  involved  in  more  frequent  travel  to  the  center  and  in  having  to  build  the 
dialyzers  more  often  and  because  of  the  cost  of  dialysis.  On  this  regimen,  adequacy 
was  judged  from  patient  well-being,  their  clinical  appearance  and  simple  blood  tests 
—  this  worked  very  well. 

After  the  National  Cooperative  Dialysis  Study  (NCDS)  report  in  the  1970s, 
kinetic  modeling  of  urea  removal  was  developed  as  a  measure  of  adequacy  of 
dialysis  -  the  quantity  called  KtA^  was  derived.  This  represents  dialyzer  clearance, 
time  on  dialysis,  and  volume  of  distribution  of  urea  in  the  patient's  body.  The 
concept  is  good,  but  unfortunately  the  NCDS  results  were  extrapolated  to  argue  that 
a  KtA^  of  1.0  was  adequate  hemodialysis.  With  the  availability  of  larger  disposable 
dialyzers,  it  was  possible  to  shorten  dialysis  and  maintain  a  Kt/v  of  1.0.  This  was 
seized  on  by  many  dialysis  units  and  patients  -  the  former  for  economic  reasons  and 
the  patients  because  they  liked  less  time  on  dialysis.  Unfortunately,  a  KtA^  of  1.0 
was  only  barely  minimal  hemodialysis  as  became  obvious  over  the  ensuing  years 
(Attachment  1).  For  example,  Europeans  did  not  use  KtA^  at  that  time,  and  in  the 
late  1980s  a  study  of  data  from  the  U.S.  Renal  Data  System  and  the  European 
Dialysis  and  Ta  ansplant  Association  Registry  showed  that  European  hemodialysis 
patients  were  getting  some  20  percent  more  dialysis  than  their  U,  S.  counterparts. 
This  may  have  been  one  factor  related  to  the  higher  mortality  reported  in  U.S. 
dialysis  patients. 

More  recently  it  has  become  accepted  that  with  thrice-weekly  hemodialysis 
the  target  KtA'  for  each  dialysis  should  be  at  least  1.3.  The  problem  of  dialysis 
adequacy  has  been  extensively  studied  in  recent  years  and  about  three  years  ago  the 
National  Kidney  Foundation's  Dialysis  Outcomes  Quality  Iniative  (Attachment  2) 
came  up  with  such  a  recommendation  together  with  a  number  of  other 
recommendations  to  improve  adequacy  of  both  hemodialysis  and  peritoneal  dialysis. 
Also  in  recent  years,  HCFA  and  the  ESRD  Networks  have  undertaken  a  major 
quality  iniative  to  review  clinical  performance  measures  annually  and  provide 
feedback  to  individual  dialysis  units.  The  most  recent  report,  based  on  1998  data, 
shows  that  adequacy  as  measured  by  a  number  of  parameters  is  continuing  to 
improve  (Attachment  3).  We  can  always  do  better;  I  think  that  we  are  on  the  right 
track. 

MORE  FREQUENT  iJLALYSIS 

As  noted  above,  tlirice-wcckly  dialysis  was  a  practical  compromise. 
However,  normal  kidneys  work  continuously,  and  so  more  frequent  dialysis,  by 
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smoothing  out  the  chemical  and  fluid  changes  in  the  body,  would  more  closely 
approach  norma!  kidney  excretory  function.  More  dialysis  can  further  increase 
adequacy.  This  is  in  fact  the  case. 

A  number  of  programs  in  the  U.S.  are  dialyzing  some  patients  five  or  six 
times  weekly.  This  can  be  done  either  by  short  intensive  dialysis  or  by  slow 
nocturnal  dialysis,  at  a  center  or  more  commonly  at  home.  Similar  programs  are 
underway  elsewhere,  especially  in  Canada  and  Italy  -  all  told  several  hundred 
patients  worldwide  are  doing  this.  For  example,  in  Seattle  we  have  12  patients 
dialyzing  five  and  six  times  weekly.  Within  a  week  of  starting  this,  the  change  in 
patient  well-being  is  obvious.  Two  of  these  patients  vacationed  in  Hawaii  where 
they  could  only  dialyze  thrice  weekly.  Within  a  week  of  starting  less  frequent 
dialysis  they  began  to  notice  adverse  effects.  All  twelve  patients  have  experienced 
the  benefits  of  decreased  symptoms  and  improved  quaUty  of  life  that  are  described 
in  detail  in  the  accompanying  publications.  As  one  of  our  patients  said:'Tf  I  have  to 
go  back  to  three  dialyses  a  week  you  will  have  to  drag  me  there,  and  my  finger  nails 
will  leave  marks  in  the  concrete" 

The  issue  here  is  that  Medicare  only  pays  for  thrice  weekly  dialysis  except  in 
very  rare  circumstances.  There  is  data  showing  that  more  frequent  dialysis  is 
associated  with  reduced  hospitalization  and  lower  doses  of  medications,  including 
the  very  expensive  erythropoietin  (EPO),  and  so  looking  at  Part  A  and  Part  B 
together.  Medicare  would  save  with  more  frequent  dialysis  (Attachment  4),  The 
Ontario  Provincial  Government  is  now  supporting  several  more  frequent  dialysis 
programs  because  it  has  been  shown  that  the  overall  costs  of  six  times  weekly  home 
hemodialysis  are  no  more  than  those  of  continuous  ambulatory  peritoneal  dialysis. 

The  other  advantage  of  more  frequent  dialysis  is  that  it  will  increase  the  use 
of  home  hemodialysis.  This  is  important,  as  home  dialysis  provides  the  best  patient 
survival,  quality  of  life  and  opportunity  for  rehabilitation  of  all  dialysis  modalities. 
Medicare  regulations  require  that  the  option  of  home  hemodialysis  be  presented  to 
patients,  but  few  programs  offer  this  now.  Physicians  experienced  with  home 
hemodialysis  have  suggested  that  with  the  right  equipment  and  support  as  many  as 
twenty  percent  of  all  dialysis  patients  could  elect  home  hemodialysis  in  the  future. 

The  June  1999  Medpac  Report  to  Congress  addresses  both  adequacy  and 
frequency  of  dialysis  and  specifically  recommends  the  Secretary  determine  clinical 
criteria  for  patients  to  receive  increased  frequency  or  duration  of  dialysis 
(Attachment  5) 

More  frequent  hemodialysis  is  a  treatment  regimen  with  marked  advantages 
medically  and  in  quality  of  life  (See  other  Attached  papers).  If  we  are  concerned 
about  adequacy  of  dialysis,  there  is  no  doubt  that  dialysis  five  or  six  times  weekly, 
depending  on  body  size  and  medical  factors,  provides  the  most  adequate  dialysis, 
and  should  be  an  option  available  under  the  Medicare  ESRD  Program. 

Phone:  206-292-2941 

Fax:  206-860-5821 
Email:  blaggc@liotmail.com 


Christopher  R  Blagg  MD 
Executive  Director  Emeritus 
Northwest  Kidney  Centers 
Professor  Emeritus  of  Medicine 
University  of  Washington,  Seattle 
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The  University  of  Michigan 

KIDNEY  EPIDEMIOLOGY  AND  COST  CENTER 

315  W.  Huron  Street,  Suite  #240,  Ann  Aibor.  Michigan  48103  734  998-661 1  (Phone);734  998-6620  (FAX);  kecc@uniich.edu  (internet) 

WRITTEN  TESTIMONY  FOR  THE  RECORD 
SENATE  SPECIAL  COMMITTEE  ON  AGING  HEARING  :  KIDNEY  DIALYSIS 
PATIENTS:  A  POPULATION  AT  UNDUE  RISK? 
HEARING  DATE:  JUNE  26, 2000 

Presented  by  Professor  Robert  A.  Wolfe,  Ph.D. 

The  Honorable  Senator  Grassley  and  Members  of  the  Committee: 

Thank  you  for  holding  the  recent  informative  Senate  Special  Committee  on  Aging 
Hearing  on  "Kidney  Dialysis  Patients:  A  Population  At  Undue  Risk?".  As  the  director  of 
the  Kidney  Epidemiology  and  Cost  Center  at  the  University  of  Michigan  (UM-KECC),  I 
am  writing  to  emphasize  the  important  contributions  that  independent  researchers,  at  both 
Universities  and  other  non-profit  organizations,  are  making  to  assure  and  improve  the 
quality  of  care  of  ESRD  patients.  Although  we  do  not  have  an  organizational  voice,  as 
do  other  ESRD  groups,  we  have  been  active  in  providing  crucial  information  to  the 
dialysis  community  for  many  years.  These  contributions  include  not  only  basic  research 
that  will  have  long-term  impact  on  ESRD  care,  but  also  include  very  practical  continuous 
quality  improvement  (CQI)  and  quality  assurance  (QA)  components  that  have  immediate 
impact  upon  patient  well-being.  In  addition,  your  hearings  clarified  the  need  for 
information  about  individual  dialysis  facilities,  reuse  practices,  and  dialysis  chains.  This 
letter  reviews  some  efforts  that  we  have  already  made  in  these  and  other  areas. 

A  research  perspective  serves  well  to  optimize  patient  care,  as  it  is  motivated  by  fact 
rather  than  by  self-interest  or  by  preconception.  The  tools  of  scientific  research  are 
useful  not  only  for  basic  science,  but  also  for  achieving  goals  of  quality  assurance  and 
quality  improvement  in  the  care  of  ESRD  patients  in  the  U.S. 

The  UM-KECC  research  team  has  made  a  professional  commitment  to  research  that 
improves  the  care  of  ESRD  patients.  These  contributions  have  saved  patient  lives, 
improved  the  quality  of  life  for  ESRD  patients,  and  saved  millions  of  dollars  by  focusing 
and  targeting  the  efforts  to  achieve  these  goals. 

I  believe  there  are  at  least  four  steps  that  should  be  taken  to  assure  that  this  important 
research  perspective  can  continue  to  make  contributions  to  advance  the  welfare  of  ESRD 
patients: 

1)  Fund  independent  researchers  to  help  to  assure  data  integrity,  identify  ways  to 
improve  care,  and  provide  data  to  focus  and  motivate  CQI  /  QA  efforts. 

2)  Continue  to  collect  relevant  patient  outcome  and  clinical  practice  data  at  provider 
facilities  and  use  those  data  for  QA,  CQI,  and  research  efforts. 

3)  Seek  independent  unbiased  review  and  evaluation  of  all  ESRD  programs  and 
efforts  so  that  the  programs  themselves  are  continually  improved. 

4)  Assure  access  to  all  relevant  data  by  researchers,  consumers,  surveyors. 
Networks,  and  policy  makers. 
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Some  of  the  most  important  tools  that  are  currently  being  used  to  improve  patient  care 
were  not  clearly  described  by  the  panel  members  in  your  hearings.  Two  issues,  [A]  unit- 
specific  reports  and  [B]  reuse  studies,  are  described  in  more  detail  below. 

[A]  Unit-Specific  Reports:  During  the  last  5  years,  the  researchers  at  the  UM-KECC  were 
contracted  by  HCFA  to  send  over  13,000  individual  unit-specific  reports  (USRs)  to 
dialysis  facilities  in  the  nation  (over  3,000  facilities  this  year).  Each  report  has  more  than 
100  facility-specific  statistics  of  patient  outcomes  including  mortality,  hospitalization, 
and  transplantation  and  of  clinical  practice  measures  including  dose  of  dialysis,  vascular 
access,  serum  albumin,  and  hematocrit  measures  with  comparisons  to  the  facility's  state. 
Network,  and  nation  (see  the  attached  sample  report).  The  research  team  at  the  UM- 
KECC  built  and  housed  the  Coordinating  Center  for  the  Congressionally  mandated 
National  ESRD  Data  System  (USRDS)  for  1 1  years  and  produced  these  reports  for  4 
years  with  HCFA  funding  through  the  USRDS.  The  UM-KECC  produced  the  reports  for 
HCFA  last  year  and  expects  to  contract  to  produce  them  again  next  year. 

The  unit-specific  reports  produced  by  the  UM-KECC  have  already  proven  to  be  an 
extremely  valuable  tool  for  improving  the  care  of  ESRD  patients.  Many  facilities  rely  on 
them  for  use  in  their  continuous  quality  improvement  (CQI)  efforts.  We  included  dose  of 
dialysis  measures  in  these  reports  this  year,  the  first  year  that  such  data  were  nationally 
available.  In  a  pilot  study,  state  surveyors  are  using  statistics  from  these  reports  as  one 
tool  to  help  focus  quality  assurance  (QA)  inspections  on  those  facilities  with  high  patient 
mortality,  inadequate  dose  of  dialysis,  and  inadequate  anemia  management.  We  found 
that  these  factors  were  strongly  predictive  of  state  surveyor  findings  of  non-compliance  in 
a  recent  study  with  the  Texas  surveyors  and  ESRD  Network.  Later  this  year,  statistics 
from  these  reports  will  be  disseminated  to  consumers  on  a  HCFA-sponsored  internet  site. 
We  hope  to  be  able  to  further  improve  these  reports  when  other  clinical  performance 
measures  are  collected  electronically  with  the  VISION  data  system.  These  CQI  /  QA 
efforts  are  recognized  as  a  HCFA  responsibility,  as  reflected  by  the  NIH  decision  to 
remove  them  from  the  USRDS  tasks  in  the  most  recent  USRDS  contract.  Although  we 
are  primarily  a  research  unit,  we  also  interact  directly  with  the  Networks  and  with 
individual  dialysis  facilities  by  responding  to  many  questions  about  clinical  practices  and 
the  statistics  in  the  unit-specific  reports. 

[B]  Reuse  Studies:  "To  reuse  or  not  to  reuse?",  that  is  not  a  simple  question.  Reuse 
practices  have  some  potential  benefits  (better  membranes  can  be  used  and  bio- 
compatibility  might  be  improved)  and  some  potential  disadvantages  (infection,  clotting  of 
dialyzers,  or  toxicity).  Only  empirical  research  can  resolve  the  relative  importance  of 
each.  We  have  published  severaJ  studies  about  reuse  and  in  a  1994  study,  we  identified 
concems  about  the  use  of  some  sterilants  (Held  PJ,  Wolfe  RA,  Gaylin  DS,  Port  FK, 
Levin  NW,  Turenne  MN.  American  Journal  of  Kidnev  Disease  1994;  23:  692-708). 
Based  on  preliminary  findings  from  that  research,  the  FDA/CDC/HCFA  issued  a  warning 
to  assure  and  improve  standards  of  reuse  in  1993.  HCFA  started  an  intensive  program 
with  State  Surveyors  to  improve  reuse  practices  at  dialysis  facilities  in  1994.  Since  then, 
we  have  monitored  patient  mortality  nationally  and  have  seen  survival  at  reuse  facilities 
improve  substantially.  Our  current  research  suggests  that  patient  mortality  varies  with 
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very  specific  combinations  of  reuse  practices  and  that  some  combinations  can  be 
beneficial,  so  long  as  appropriate  reuse  practices  are  assured.  We  can  supply  more 
detailed  information  about  reuse,  upon  request. 

Other:  Research  has  provided  outcomes-based  evidence  regarding  many  other  important 
issues  in  the  care  of  ESRD  patients  including  determination  of  the  "optimal"  dose  of 
dialysis,  dialyzer  membranes,  anemia  management,  blood  pressure  management, 
nutritional  factors,  peritoneal  versus  hemodialysis  comparisons  and  transplantation 
outcomes.  The  UM-KECC  research  team  has  published  hundreds  of  studies  (see 
www.med.umich.edu/kidney/publications.html)  related  to  ESRD  patient  outcomes.  We 
have  also  monitored  relative  mortality  at  different  dialysis  chains  and  could  provide  you 
with  this  unpublished  information  if  you  would  like  to  see  it. 

Historically,  the  ESRD  community  has  worked  closely  with  independent  researchers  and 
this  collaboration  has  been  very  beneficial  to  patients.  Independence  is  important  to 
prevent  bias  and  assure  external  review.  All  systems  should  undergo  continual  review 
and  improvement.  Our  scientific  and  clinical  knowledge  about  ESRD  is  growing  rapidly 
and  this  increasing  knowledge  base  can  be  used  to  target  and  to  define  standards  for  both 
CQI  and  QA  efforts.  The  development  of  evidence-based  standards  of  care  is  a  process, 
not  an  end  product.  By  contracting  with  independent  researchers,  the  HCFA  can 
continue  to  find  ways  to  improve  and  assure  care  for  ESRD  patients. 

The  release  of  relevant  data  to  researchers  can  be  an  important  step  in  improving  care. 
The  perspective  of  specific  groups  is  limited  and  often  obscures  their  ability  to  see  the  big 
picture.  For  example,  until  recently,  the  evaluation  of  transplant  mortality  outcomes  was 
hampered  by  consideration  of  only  transplanted  patients,  or  by  inappropriate  comparisons 
to  dialysis  patients.  A  recent  study  published  in  the  New  England  Journal  of  Medicine 
(Wolfe,  1999)  for  both  transplant  and  dialysis  patients  has  clarified  the  benefits  of 
transplantation  relative  to  dialysis  for  many  subgroups  of  patients. 

In  conclusion,  I  believe  that  the  4  items  listed  above  are  cost-effective  steps  that  can  help 
to  assure  and  advance  the  welfare  of  ESRD  patients.  We  have  recently  begun  to  work 
more  directly  with  the  HCFA  to  improve  patient  well  being  and  hope  that  these  efforts 
will  be  supported.  Please  contact  me  if  you  have  questions  or  if  I  can  provide  you  with 
further  information. 


Sincerely, 


Robert  A.  Wolfe,  Ph.D. 

Director  of  UM-KECC  and  Professor  of  Biostatistics 
Phone:  (734)  998-6611 
E-mail :  bob  wolf e  @  umich .  edu 
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2000  Unit-Spedflc  Report  for  Dialysis  Patients 
HCFA  Provider  #000000    State:  N/A     Network:  N/A 


Dear  Dialysis  Unit  Director: 

This  report  has  been  prepared  for  your  facility  by  the  Kidney  Epidemiology  and  Cost  Center  (KECC)  at  the  University  of 
Michigan  with  funding  from  the  Health  Care  Financing  Administration  (HCFA).  This  is  one  of  3029  reports  that  have  been 
sent  to  the  ESRD  Networks  for  distribution  to  ESRD  providers  in  the  U.S.  Selected  highlights  from  this  report  are  given 
here. 

IVIortality:  There  was  a  23%  annual  observed  death  rate  among  the  patients  treated  at  this  facility  between  1996-98,  while 
a  rate  of  14%  would  be  expected,  based  on  the  age,  diabetes  status,  race,  and  sex  of  those  patients.  Tne  standardized 
mortality  ratio  (SMR)  of  observed  to  expected  deaths  is  1.57,  which  is  57%  more  deaths  than  expected  at  your  facility. 
Among  all  US  facilities,  96%  of  facilities  had  an  SMR  lower  than  1.57.  This  difference  is  statistically  significant  (p<0.05), 
so  this  higher  mortality  is  unlikely  due  to  random  chance  and  probably  represents  a  real  difference  from  the  expected 
mortality  in  the  U.S.  See  Table  1  and  Figure  1  for  more  detailed  mortality  statistics. 

Hospitalization:  Based  on  analogous  methods,  77%  of  the  Medicare  primary  payor  hemodialysis  patients  treated  at  your 
facility  between  1996-98,  were  hospitalized  annually,  while  a  rate  of  42%  would  be  expected.  The  standardized 
hospitalization  ratio  (SHR)  for  this  facility  is  1.84,  which  is  84%  higher  than  expected.  This  difference  is  statistically 
significant  (p  <  0.05)  and  is  unlikely  to  be  due  to  random  chance.  See  Table  2  and  Figure  2  for  additional  hospitalization 
statistics. 

Transplantation:  Based  on  analogous  methods,  3.6%  of  the  patients  under  age  65  treated  at  this  facility  between  1996-98 
who  had  not  previously  beeq  transplanted,  were  transplanted  annually,  while  a  rate  of  6.1%  would  be  expected  for  these 
patients.  The  standardized  transplantation  ratio  for  your  facility  is  0.60,  which  is  40%  lower  than  expected  for  your  facility. 
This  difference  is  not  statistically  significant  (p  >  0.05)  and  is  plausibly  due  to  random  chance.  See  Table  3  and  Figure  3 
for  additional  transplantation  statistics. 

Practice  Patterns:  Among:  67  hemodialysis  patients  in  your  facility  with  URR  recorded  in  Medicare  claims  data,  7% 
have  URR  below  DOQI  guidelines  (URR  <  65%),  compared  to  17%  nationally.  Your  facility  reported  that  16.0%  of 
patients  have  central  (temporary  or  cuffed)  catheter  accesses.  The  average  percent  of  patients  with  central  catheters  is 
21.3%  nationally.  Among  81  Medicare  dialysis  patients  receiving  EPO  treatments  in  1998  at  your  facility,  69%  have 
hematocrit  below  DOQI  guidelines  (HCT  <  33),  compared  to  46%  nationally.  See  Table  4  for  more  information  about 
practice  patterns. 

Patient  Characteristics:  See  Table  5  for  detailed  summaries  of  136  patients  treated  during  1998  at  your  facility.  On 
average,  there  were  2.7  comorbidities  reported  on  the  HCFA  2728  for  the  34  patients  starting  treatment  at  your  facility 
between  July  1998  and  June  1999,  which  is  higher  than  the  average  of  2.6  reported  for  the  entire  United  States  for  patients 
starting  treatment  during  this  time.  The  average  residual  renal  function  (GFR)  calculated  for  these  patients  from  serum 
creatinine  (before  first  dialysis)  and  other  parameters  was  8.9  ml/min,  which  is  higher  than  the  average  of  8.1  reported  for 
the  entire  United  States.  See  Table  6  for  additional  information  about  these  patients. 

These  are  just  a  few  highlights  of  the  statistics  you  will  find  in  this  report  based  on  the  data  for  your  facility.  For 
comparison,  the  tables  also  report  data  for  all  patients  or  facilities  in  the  United  States,  in  your  ESRD  Network,  and 
generally  in  your  state.  We  hope  that  this  report  is  of  interest  to  you  and  that  you  will  discuss  it  with  vour  staff.  We  would 
appreciate  your  feedback  on  ways  to  improve  future  reports. 

This  report  is  based  primarily  on  Medicare  claims  and  data  collected  for  HCFA  by  the  ESRD  Networks.  Patients  were 
assigned  to  your  facility  based  on  Medical  Evidence  forms  (HCFA  form  #2728)  submitted  by  your  facility  and  on  Medicare 
claims  for  your  facility  (See  Table  7).  Network  N/A  has  a  list  of  the  patients  included  in  the  analyses  for  your  facility.  The 
Annual  Facility  Survey  submitted  by  your  facility  indicates  that  150  patients  were  being  treated  at  your  facility  during 
1998.  Thus,  the  count  of  136  patients  included  in  this  report  for  1998  represents  a  large  fraction  of  the  patients  treated  at 
your  facility.  Differences  in  counts  of  patients  can  result  from  many  causes,  including  changes  in  ownership  or 
inaccuracies  and  incompleteness  of  data  submitted  to  the  HCFA  for  the  patients  in  this  facility.  For  a  complete  description 
of  the  data  reported  here  please  see  the  Guide  to  the  2000  Unit-Specific  Reports.  The  Guide  is  available  from  ESRD 
Network  N/A  and  is  also  on  the  KECC  web  site  at  www.med.umich.edu/kidney. 

Sincerely, 

The  Kidney  Epidemiology  and  Cost  Center  at  the  University  of  Michigan 
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2000  Unit-Specific  Report  for  Dialysis  Patients 
HCFA  Provider  #  000000    State:  N/A     Network:  N/A 


TABLE  1:  Mortality  Summary  for  AU  Dialysis  Patients\  1996-98 


This  Facility 


Regional  averages^,  1996-98 
per  year 


Death  Rates 

la    Patients  (n=number) 

lb    Actual  deaths  (n) 

lc    Expected  deaths  (n) 

Id    Death  rate  (%  of  la) 

le    Expected  death  rate  (%  of  la) 

Categories  of  Death 

If    Withdrawal  from  dialysis 
prior  to  death  (%  of  lb) 

1g    Due  to  infections, 

not  including  AIDS  {%  of  lb) 

1h    Dialysis  unrelated  deaths^  (n) 


1996 

1997 

1998 

1996-98 

State 

Network 

U.S. 

118 

128 

127 

373' 

62 

61 

69 

25 

33 

26 

84" 

10 

10 

12 

20.1 

17.2 

16.1 

53.4' 

10.1 

9.7 

12.1 

21  .2 

25.8 

20.5 

22.5 

16.5 

16.7 

17.5 

17.0 

13.4 

12.7 

14.3 

16.3 

16.0 

17.6 

12.0 

15.2 

11.5 

13.1 

18.7 

17.4 

18.5 

28.0 

30.3 

15.4 

25.0 

17.2 

18.1 

21  .5 

(excluded  from  SMR) 

0 

2 

0 

2' 

Standardized  Mortality  Ratio 

1i    SMR'  (see  Figure  1) 

1 

.25 

1. 

92 

1 

.61 

1  .57 

1j  P-value' 

0 

.16 

0 

01 

0 

.01 

0.01 

Ik    C.I.  for  SMR^ 

High  (95%  limit) 

1 

.74 

2 

.57 

2 

.24 

1  .89 

Low    (5%  limit) 

0 

.87 

1 

.41 

1 

.13 

1  .30 

SMR  Percentiles  for  this  Facility 

11  State 

77 

95 

90 

98 

1m  Network 

74 

95 

90 

96 

in  U.S. 

76 

97 

93 

96 

0.2 


1.02 

n/a 

n/a 
n/a 


0.2 


1  .04 

n/a 


n/a 
n/a 


0.2 


1 .00 

n/a 

n/a 
n/a 


n/a=  not  applicable. 

(1]  See  Guide,  Section  IV. 

[2]  Values  are  shown  for  the  average  facility. 

[3]  Defined  as  deaths  due  to  AIDS,  street  drugs,  and  accidents  unrelated  to  treatment. 
[4]  Calculated  as  a  ratio  of  actual  (lb)  to  expected  (1c).  Not  shown  if  (1c)  is  too  small. 
(5)  A  p-value  less  than  or  equal  to  0.05  indicates  that  t:ie  difference  between  the  actual  and 

expected  mortality  is  probably  real  and  is  not  due  to  random  chance,  while  a  p-value  greater  than 

0.05 

indicates  that  the  difference  could  possibly  be  due  to  random  chance. 
[6]  The  confidence  interval  (C.I.)  range  represents  uncertainty  in  the  value  of  the  SMR  due  to  random 
variation . 

[7]  Sura  of  3  years  used  for  calculations;  should  not  be  compared  to  regional  averages. 
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FIGURE  1:  Standardized  Mortality  Ratio  (SMR)  for  Dialysis  Patients 


SMR  for  this  facility 
by  year 

1996         1997         1998  1996-98 


SMR  percentiles  (1996-98) 

for  facilities  in 
State       Network  U.S. 


The  vertical  bar  shows  the  value  of  the 
SMR  (actual  /  expected  mortality)  for  this 
facility.    The  vertical  lines  show  the  range 
of  uncertainty  due  to  random  variation 
(90%  confidence  interval;  significant  if  the 
vertical  line  does  not  cross  at  1) 


The  horizontal  line  in  the  middle  of  each 
box  is  the  median  SMR  for  facilities  in  a 
region.    The  lower  and  upper  boundaries  of 
the  box  are  the  25th  and  75th  percentiles 
for  facilities  in  the  region.    The  vertical 
lines  extend  to  the  5th  and  95th  percentiles 


Relative  to  other  facilities  for  the  years  1996-98, 
the  mortality  (SMR  =  1.57)  at  this  facility  was  at  the 
'    -  ^  96th  percentile  in  the  nation 

96th  percentile  in  the  network 
98th  percentile  in  the  state 
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2000  Unit-Specific  Report  for  Dialysis  Patients 
HCFA  Provider  #  000000    State:  N/A     Network:  N/A 


TABLE  2:  Hospitalization  Summary  for  Medicare  Hemodialysis  Patients^  1996-98 

Regional  averages^,  1996-98 


2a    Medicare  Hemodialysis  Patients  (n) 
Patients  Hospitalized 

2b    Patients  hospitalized  (once  or  more) 
2c    Expected  number  hospitalized  (n) 
2d    Hosp.  rate  (%  of  2a) 
2e    Expected  hosp.  rate  (%  of  2a) 


This  Facility 

per  year 

1996 

1997 

1998 

1996-98 

State 

Network 

U.S 

80 

82 

77 

239' 

42 

42 

43 

66 

61 

57 

184' 

26 

26 

26 

32.1 

35.5 

32.2 

99.9' 

23.9 

24.7 

25.2 

82.5 

74.4 

74.0 

77.0 

63.3 

61 .3 

60.6 

40.2 

43.3 

41  .9 

41  .8 

57.4 

58.9 

59.3 

Total  Admission  Count 

2f  Observed  total  admissions  (n) 
2g  Expected  total  admissions  (n) 
2h    Stand.  Total  Adm.  Ratio^ 


Diagnoses  Present  ( %  of  2a) 

2i  Septicemia 

2j    Acute  Myocardial  Infarction 


169  552' 
110.9  336.3' 


1  .52 


15.6 
3.9 


1  .64 


15.9 
2.5 


66 
61  .8 
1  .06 


10.5 
2,8 


63 
62.1 
1  .01 


10.5 
2.8 


62 
62.1 
1  .00 


11  .5 
3.5 


Length  of  Stay 

2k    Unadj .  avg.  length  of  admiss.  (days) 

5.3 

6.1 

5.5 

5.6 

6.4 

6.9 

7.4 

21    One  day  admissions  (%  of  2f) 

28.4 

23.5 

21  .3 

24.6 

22.0 

18.0 

16.5 

2m    Unadjusted  average  days  in  the 

hospital  per  dialysis  patient  year 

16.8 

17.2 

14.8 

16.3 

12.5 

12.7 

13.6 

Standardized  Hospitalization  Ratio 

2n    SHR''  (also  shown  in  Figure  2) 

2.05 

1  .72 

1  .77 

1  .84 

1.10 

1  .04 

1  .02 

2o  P-value' 

0.00 

0.00 

0.00 

0.00 

n/a 

n/a 

n/a 

2p    C.I.  for  SHR« 

High  (95%  limit) 

2.52 

2.13 

2.20 

2.08 

n/a 

n/a 

n/a 

Low    (5%  limit) 

1  .66 

1  .37 

1  .40 

1  .62 

n/a 

n/a 

n/a 

SHR  Percentiles  for  This  Facility 

2q  State 

95 

89 

89 

94 

2r  Network 

96 

91 

93 

96 

2s  U.S. 

96 

92 

95 

97 

n/a=  not  applicable. 

(1]  Based  on  patients  with  Medicare  as  primary  insurer;  See  Guide,  Section  V. 
(2)  Values  are  shovim  for  the  average  facility. 

[3]  Stand.  Total  Admission  Ratio  calculated  as  ratio  of  actual  (2f)  to  expected  (2g)  total  admissions. 
[4]  Standardized  Hospitalization  Ratio  calculated  as  ratio  of  actual  (2b)  to  expected  (2c). 

Not  shown  if  (2c)  is  too  small. 
[5]  A  p-value  less  than  or  equal  to  0.05  indicates  that  the  difference  between  the  observed  and 

expected  hospitalization  is  probably  real  and  is  not  due  to  random  chance,  while  a  p-value  greater 

than  0.05  indicates  that  the  difference  could  possibly  be  due  to  random  chance. 
[6)  The  confidence  interval  (C.I.)  range  represents  uncertainty  in  the  value  of  the  SHR  due  to  random 

variation. 

[7]  Sm  of  3  years  used  for  calculations;  should  not  be  compared  to  regional  averages. 
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FIGURE  2:  Standardized  Hospitalization  Ratio  (SHR)  for  Medicare  Hemodialysis  Patients 


SHR  for  this  facility 
by  year 

1996         1997         1998  1996-98 


SHR  percentiles  (1996-98) 

for  facilities  in 
State       Network  U.S. 


95% 


75% 


50%- 
25% 
5% 


The  vertical  bar  shows  the  value  of  the 

SHR  (actual  /  expected  hospitalization)  for  this 

facility.    The  vertical  lines  show  the  range 

of  uncertainty  due  to  random  variation 

(90%  confidence  interval;  significant  if  the 

vertical  line  does  not  cross  at  1) 

'  indicates  SHR  >  2  : 


The  horizontal  line  in  the  middle  of  each 
box  is  the  median  SHR  for  facilities  in  a 
region.    The  lower  and  upper  boundaries  of 
the  box  are  the  25th  and  75th  percentiles 
for  facilities  in  the  region.    The  vertical 
lines  extend  to  the  5th  and  95th  percentiles 


Relative  to  other  facilities  for 
the  hospitalization  (SHR  =  1.84) 


the  years  1996-98, 
at  this  facility  was  at  the 
97th  percentile  in  the  nation 
96th  percentile  in  the  network 
94th  percentile  in  the  state 
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TABLE  3:  Transplantation  Summary  for  Previously  Un transplanted  Dialysis  Patients 
Under  age  65\  1996-98 


Regional  averages^,  1996-98 
This  Facility  per  year 


1996 

1997 

1998 

1996-98 

State 

Network 

U.S. 

Transplantation  Rates 

3a    Eligible  patients  (n)' 

53 

66 

73 

192' 

32 

33 

35 

3b    Actual  1st  transplants  (n) 

2 

3 

2 

7' 

2 

2 

2 

3c    Expected  1st  transplants  (n) 

3.5 

4.0 

4.3 

11.8' 

1  .9 

2.1 

2.1 

3d    1st  transplant  rate  (%  of  3a) 

3.8 

4.5 

2.7 

3.6 

5.1 

5.0 

6.4 

3e    Exp.  transp.  rate  (%  of  3a) 

6.7 

6.0 

5.9 

6.1 

5.9 

6.2 

6.2 

3f    Number  of  Cadaveric  transplants 

1  .0 

3.0 

2.0 

6.0' 

1  .3 

1  .3 

1 .6 

Standardized  Transplantation  Ratio 

3g    STR*  (also  shown  in  Figure  3) 

0.57 

0.76 

0.47 

0.60 

0.86 

0.80 

1  .04 

3h    P- value' 

0.32 

0.44 

0.20 

0.10 

n/a 

n/a 

n/a 

3i    C.I.  for  STR« 

High  (95%  limit) 

1  .78 

1  .96 

1  .47 

1  .12 

n/a 

n/a 

n/a 

Low    (5%  limit) 

0.10 

0.20 

0.08 

0.28 

n/a 

n/a 

n/a 

STR  Percentiles  for  This  Facility 


3j 

State 

33 

54 

38 

35 

3k 

Network 

38 

57 

36 

35 

31 

U.S. 

30 

.  42-  - 

26 

25.. 

1 


n/a  =  not  applicable. 

[1)  See  Guide,  Section  VI. 

(2)  Values  are  shown  for  the  average  facility. 
[3]  See  Guide,  Section  VI. 

[4]  Calculated  as  ratio  of  actual  (3b)  to  expected  (3c).    Not  shown  if  (3c)  is  too  small. 

[5]  A  p-value  less  than  or  equal  to  0.05  indicates  that  the  difference  between  the  observed  and 

expected  transplantation  is  probably  real  and  is  not  due  to  random  chance,  while  a  p-value  greater 
than  0.05  indicates  that  the  difference  could  possibly  be  due  to  random  chance. 

[6)  The  confidence  interval  (C.I.)  range  represents  uncertainty  in  the  value  of  the  STR  due  to  random 
variation . 

[7]  Sun  of  3  years  used  for  calculations;  should  not  be  compared  to  regional  averages. 


Page  6  of  12 


558 


2000  Unit-Specific  Report  for  Dialysis  Patients 
HCFA  Provider  #  000000    State:  N/A     Network:  N/A 


FIGURE  3:  Standardized  Transplantation  Ratio  (STR)  for  Previously  Untransplanted  Dialysis 
Patients  under  Age  65 


1996 


STR  for  this  facility 
by  year 
1997         1998  1996-98 


STR  percentiles  (1996-98) 

for  facilities  in 
State       Network  U.S. 


75% 


50% 


25% 


5% 


The  vertical  bar  shows  the  value  of  the 

STR  (actual  /  expected  transplantation)  for  this 

facility.    The  vertical  lines  show  the  range 

of  uncertainty  due  to  random  variation 

(90%  confidence  interval;  significant  if  the 

vertical  line  does  not  cross  at  1 ) 


The  horizontal  line  in  the  middle  of  each 
box  is  the  median  STR  for  facilities  in  a 
region.    The  lower  and  upper  boundaries  of 
the  box  are  the  25th  and  75th  percentiles 
for  facilities-  in  the  region.    The  vertical 
lines  extend  to  the  5th  and  95th  percentiles 


Relative  to  other  facilities  for  the  years  1996-98, 

the  transplantation  (STR  =  0.60)  at  this  facility  was  at  the 

25th  percentile  in  the  nation 
35th  percentile  in  the  network 
35th  percentile  in  the  state 


Page  7  of  12 


559 


2000  Unit-Specific  Report  for  Dialysis  Patients 
HCFA  Provider  #  000000    State:  N/A     Network:  N/A 


TABLE  4:  Facility  Practice  Patterns,  1998* 


This 
Facility 


Regional  Averages^, 
State  Network 


1998 


U.S. 


*f a  MUiiaXJ.  Ly    \^)  nc;Miuuj.aXy9Xo 

73 

.5 

87 

0 

88 

6 

87 . 1 

20 

.6 

11 

4 

9 

7 

11.1 

5 

.9 

1 

6 

1 

6 

1  .  O 

100% 

100% 

100% 

1  00% 

Medicare  dialysis  patients  treated  as  of  1/1/98 

4b  P&rcGnt  receiving  EPO  Hemodicilysis 

97 

.1 

97 

3 

97 

1 

97 . 0 

CAPD/CCPD 

68 

.8 

72 

7 

66 

1 

66.8 

4c  Average  hematocrit  (%)  Hemodialysis 

32 

.1 

32 

6 

32 

7 

32.9 

of  EPO  treated  patients  CAPD/CCPD 

28 

.2 

31 

4 

31 

5 

32.0 

4d  Heinat oc rit<33  (%  EPO  treated  dialysis  pt s . ) 

69 

.1 

52 

3 

50 

7 

46 . 0 

4e  Urea  Reduction  Ratio(URR)  (%  of  pts . ) 

<  60 . 0  % 

4 

.5 

6 

8 

6 

8 

8 . 7 

oO .  0  -  d4  . 9  T5 

3 

.0 

6 

9 

7 

8 

8 . 7 

16 

.4 

23 

9 

23 

9 

/ 0. 0-/4.9  % 

35 

.8 

36 

2 

34 

0 

31  . 3 

>  75.0  % 

40 

.3 

26 

2 

27 

5 

26.6 

- 

100% 

100% 

100% 

Too% 

4T   UMn<DO'^    (t5  OT  pXS.) 

7 

.5 

13 

7 

14 

6 

17.4 

(DOQI  recofnmends  URR>85%) 

4g  Missing  URR  {%  of  pts.) 

11 

.8 

11 

5 

11 

7 

21  .9 

Ah  Upmhran^  IIqahp    (%.          al  1    n't'C  )^ 

til    fflCIIIUI  alic    Uod^c             Ui     aXJ.    pLo.  f 

High  Flux  Polysulfone 

0 

.0 

28 

8 

37 

2 

46.0 

Low  Flux  Polysulfone 

0 

.0 

36 

8 

36 

1 

25.4 

Regenerated  Cellulose 

0 

.0 

11 

7 

6 

5 

7.0 

Cellulose  Acetate 

0 

.0 

14 

1 

15 

7 

11.9 

Cellulose  Triacetate 

0 

.0 

0 

4 

0 

2 

6.0 

Hemophan 

0 

.0 

0 

2 

0 

2 

1  .3 

PMMA 

0 

.0 

1 

0 

0 

4 

0.2 

Other 

100 

.0 

6 

8 

3 

7 

2.2 

4i  Vascular  Access  (%  of  all  pts.)' 

AV  Graft 

69 

.0 

70 

3 

68 

0 

55.1 

AV  Fistula 

15 

.0 

16 

0 

17 

3 

23.5 

Cuffed  Central  Catheter 

0 

.0 

8 

7 

10 

0 

16.0 

Temp.  Central  Catheter 

16 

.0 

5 

0 

4 

6 

5.3 

4j  Number  of  Patients  with  Vascular  Access  Infections' 

10 

.0 

5 

9 

4 

7 

6.9 

n/a=  not  applicable 

[11  See  Guide,  Section  VII 

(2)  Values  are  shown  for  the  average  facility. 

(3)  These  data  are  self  reported  and  were  collected  by  facilities  in  17  of  the  18  ESRD  Networks. 
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TABLE  5:  Summaries  for  All  Dialysis  Patients  Treated  During  1998* 


5a  Number  (n)  (1/1/98  -  12/31/98) 

5b  Average  age  (yrs) 

5c  Age  (%  by  group)  <  20 

20-64 
65+ 


5d  Cause  of  ESRD  (%) 


5e  Race  (%) 


5f  Sex  (%) 


Diabetes 

Hypertension 

Glomerulonephritis 

Other/Unknown 

Missing 


Asian /Pacific  Islander 
Black 

Native  American 
mite 

Other/Unk /Missing 


Female 


5g  Incident  during  1998  (as  %  of  row  5a) 

5h  Average  duration  of  ESRD  (yrs)  for  Medicare 
dialysis  patients  treated  as  of  1/1/98 


This  Regional  Averages^,  1998 
Facility    State  Network 


136 

57.0 

0.0 
67.6 
32.4 
100% 

35.3 
32.4 
11.0 
16.2 
5.1 
100% 


50.7 
27.2 

3.8 


51  .8 
23.5 

3.7 


51  .1 
23.8 

3.7 


U.S. 


69 

67 

76 

60.0 

59.2 

60.4 

0.6 

0.8 

0.8 

56.1 

58.0 

54.2 

43.4 

41  .2 

45.0 

100% 

100% 

100% 

36.4 

36.3 

39.0 

33.4 

33.7 

27.1 

10.6 

10.9 

12.3 

15.9 

15.2 

18.4 

3.6 

3.8 

3.2 

100% 

100% 

100% 

0.5 

3.6 

62!^ 

59.3 

36.1 

o.i 

0.4 

1.6 

136  .| 

;  39,6 

56.9 

'  0.2 

0.2 

1 .8 

100% 

100% 

106% 

47.9 
26.2 

3.5 


[1]  See  Guide,  Section  VIII 

[2]  Values  are  shown  for  the  average  facility. 
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TABLE  6:  Patient  Characteristics  as  Reported  on  the  Medical  Evidence  Form 
(HCFA  2728)  for  Patients  starting  dialysis  7/1/98  to  6/30/99)^ 


Patient  Characteristics  [  range 

6a  Total  NuBber  of  Patients  with  Forms 


This  Regional  Summaries 

Facility  (n)  Network  U.S. 

34 


6b  Age  (average  Years  [0-95]) 

63.2 

61 

2 

62 

4 

6c  Sex  {%  Female) 

52^9 

49 

8 

46 

9 

6d  Ethnicity  (%  Hispanic) 

OiO 

0 

2 

10 

9 

6e  Race  (%) 
White 
Black 
Asian 

Native  American 
Pacific  Islander 
Arabian /Middle  East 
Indian  Subcontinent 
Other 
Unknown 

6f  Body  Mass  Index'  (Weight /Heii 
Male 
Feaale 


100% 
26.5 
73.5 
0.0 
0.0 
0.0 
0;0 
0.0 
0.0 
0.0 


(  34) 


23.9 

( 

16) 

24.9 

( 

14) 

49.3 
49.8 
0.3 
0.3 
0.1 
0.0 
0.1 
0.1 
0.0 


25.1 
26.8 


63.8 
28.4 

2 

1 

0 

0 

0 

2 


0.4 


25.5 
26.8 


6g  Priaary  Cause  of  ESRD  (%) 
Diabetes 
Hypertension 

Primary  Glomerulonephritis 

Other 


100% 
50.0 
26.5 
5.9 
17.6 


(  34) 


42 

6 

44 

1 

32 

4 

26 

2 

8 

0 

9 

8 

17 

0 

19 

9 

6h  Employment' 


Six  months  prior  to  ESRD  treatment 

16 

7  ( 

6) 

31 

5 

34 

7 

At  first  ESRD  treatment 

15 

4  ( 

13) 

16 

0 

22 

5 

Lab  Values  Prior  to  Dialysis  (average) 

6i  Hematocrit  (%  [9-54]) 

27 

9  ( 

30) 

28 

5 

29 

0 

6j  Hemoglobin  (g/dl  [3-18]) 

9 

1  ( 

29) 

9 

4 

9 

6 

6k  Serum  Albumin  (g/dl  [0.8-6.0]) 

3 

2  ( 

24) 

3 

2 

3 

2 

61  Serum  Creatinine  (mg/dl  [2-33]) 

7 

2  ( 

34) 

8 

2 

7 

7 

6m  BUN  (mg/dl  [24-250]) 

87 

8  ( 

30) 

85 

7 

89 

4 

6n  GFR  (ml/min  [0-25] ) 

8 

9  ( 

21) 

7 

9 

8 

1 

n/a  =  not  applicable 

[1]  See  Guide,  Section  IX 

[2]  For  continuous  variables,  all  summaries  are  computed  based  only  on  responses  in  range 

indicated  in  brackets  for  the  variable. 
[3]  The  average  is  computed  for  adult  patients  at  least  20  years  old. 
[4]  Full-time,  Part-time,  or  Student  (%  of  18-60  year  olds) 
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2000  Unit-Specific  Report  for  Dialysis  Patients 
HCFA  Provider  #  000000    State:  N/A     Network:  N/A 


TABLE  6  (CONTINUED):  Patient  Characteristics  as  Reported  on  the  Medical  Evidence  Form 
(HCFA  2728)  for  Patients  starting  dialysis  7/1/98  to  6/30/99)' 


The  following  percentages  are  based  on  the    34  total  form(s)  from  this  facility. 

Patient  Characteristics 


This 
Facility 


60  Pre-existing  Co-morbidity  (%  yes) 
Congestive  Heart  Failure 
Ischemic  Heart  Disease,  CAD 
Myocardial  Infarction 
Cardiac  Arrest 
Cardiac  Dysrhythmia 
Pericarditis  - 
CVD,  CVA,  TIA 

Peripheral  Vascular  Disease 
History  of  Hypertension 
Diabetes 

Diabetes/on  insulin  (%  of  total) 
Chronic  Obstructive  Pulmonary  Disease 
Current  Smoker 
Cancer 

Alcohol  Dependence 
Drug  Dependence 
Inability  to  Ambulate 
Inability  to  Transfer 

6p  HIV  Status  (%) 
Positive 
Negative 

Unknown/Cannot  Disclose/Missing 

6q  AIDS  Status  (%) 
Positive 
Negative 

Unknown /Cannot  Disclose/Missing 
6r  Average  Number  of  Co-morbid  Conditions 


2.9 
97.1 
0.0 

2.7 


Regional  Summaries 
Network  U.S. 


64 

7 

30 

4 

32 

3 

17 

6 

21 

1 

24 

4 

0 

0 

7 

8 

9 

2 

0 

0 

0 

8 

0 

8 

2 

9 

5 

1 

5 

9 

2 

9 

0 

8 

0 

9 

5 

9 

9 

8 

9 

3 

23 

5 

13 

1 

14 

8 

64 

7 

78 

8 

74 

4 

41 

2 

42> 

7 

40 

9 

17 

6 

25 

6 

23 

4 

11 

8 

6 

6 

7 

2 

2 

9 

7 

1 

5 

1 

2 

9 

5 

0 

5 

2 

0 

0 

1 

4 

1 

4 

0 

0 

0 

8 

0 

9 

5 

9 

4 

7 

4 

1 

0 

0 

1 

7 

1 

4 

5 

9 

0 

6 

0 

6 

94 

1 

97 

3 

28 

1 

0 

0 

2 

1 

71 

2 

0.3 
97.7 
2.0 

2.6 


0.4 

28.3 
71  .3 

2.6 


[1]  See  Guide,  Section  IX 
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2000  Unit-Specific  Report  for  Dialysis  Patients 
HCFA  Provider  #  000000    State:  N/A     Network:  N/A 


TABLE  7:  How  Patients^i^;ere  Assigned  to  this  Facility  and  Patient  Status' 

This  Facility 

1996  1997  1998 

n  %  n  %  n  % 


7a    Total  number  of  patients  placed 
in  facility  (equal  to  1a)^ 


Patients  still  in  unit  on  12/31  of  the  year 
7i  Patients  incident  (new)  during  the  year 
7]    Prevalent  patients  with  >  100  days 

of  dialysis  claims  paid  to  this  facility 
7k    Prevalent  patients  with  1-99  days 

of  dialysis  claims  paid  to  this  facility 
71    Prevalent  patients  with  no  paid  dialysis 

claims  paid  to  this  facility 

Patients  no  longer  in  unit  on  12/31  of  the  year 
7ra    Patients  alive  and  being  treated  in 

another  unit  on  12/31 
7n    Patients  transplanted 
7o    Patients  who  died  at  this  facility 
7p    Patients  who  died  at  another  faciity 


118  iOO%        128         100%        127  100% 


1  79.5 
1  0.8 
0  0.0 


0  15.7 
3  2.4 
2  1 .6 


2 


15 

12 

7 

30 

23 

4 

28 

22 

0 

58 

49 

2 

48 

37 

5 

50 

39 

4 

2 

1 

7 

0 

0 

0 

5 

3 

9 

7 

5 

9 

1 

0 

8 

3 

2 

4 

9 

7 

6 

12 

9 

4 

13 

10 

2 

2 

1 

7 

3 

2 

3 

2 

1 

6 

24 

20 

3 

29 

22 

7 

21 

16 

5 

1 

0 

8 

5 

3 

9 

5 

3 

9 

Patient  Placement  in  this  Facility  (7b-7g  sum  to  7a) 

Patients  placed  by: 

Medicare  paid  dialysis  claim  dated 


7b 

0-6  months  prior 

96  81 

.4 

107  83 

.6 

7c 

6-12  months  prior 

1  0 

.8 

1 

0 

.8 

7d 

12-24  months  prior 

0  0 

.0 

1 

0 

.8 

HCFA  Medical  Evidence  Form  dated 

7e 

0-6  months  prior 

8  6 

.8 

9 

7 

.0 

7f 

6-12  months  prior 

10  8 

.5 

1 

0 

.8 

7g 

12-24  months  prior 

3  2 

.5 

9 

7 

.0 

7h 

Patient  exclusions  due  to  AIDS  death 

These  patients  were  excluded  from  lines  7a-7g 

0 

2 

10 


2 


Patient  Status  During  Year  for  Patients  Placed  in  this  Facility  (7i-7p  sum  to  7a) 


[1]  See  Guide,  Section  X 

[2]  Patients  are  placed  on  1/1  of  the  year  or  on  day  90  of  ESRD  during  the  year, 
by  either  their  last  dialysis  bill  or  Medical  Evidence  Form. 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


The  Administrator 
Washington,  D.C.  20201 


Health  Care  Financing  Administration 


The  Honorable  Charles  Grassley,  Chairman 
Special  Committee  on  Aging 
United  States  Senate 
Washington,  DC  20510 


SEP  2  7  2000 


Dear  Chairman  Grassley: 

Thank  you  for  the  opportunity  to  testify  before  the  Senate  Special  Committee  on 
Aging  regarding  our  End  Stage  Renal  Disease  Program  on  June  26,  2000. 

Enclosed  please  find  answers  to  your  questions  for  the  record  regarding  our 
current  and  future  activities  to  address  the  concerns  raised  at  the  hearing  by  the 
HHS  Office  of  the  Inspector  General  and  the  General  Accounting  Office.  Your 
continued  interest  and  support  are  essential  for  the  Medicare  program's  success.  A 
similar  letter  has  been  sent  to  Senator  Breaux. 


Sincerely, 


Nancy-Arm  Min  DeParle 


Enclosures 


'(> 
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Answers  to  questions  from  the 
Senate  Special  Aging  Committee 

to  follow  up  on  the 
June  26,  2000  Hearing  Regarding 
ESRD  Facilities 

1.  What  steps  has  HCFA  taken  to  address  the  Tmdings  of  the  GAO  (Medicare 
Quality  of  Care,  Oversight  of  Kidney  Dialysis  Facilities  Needs  Improvement)  and 
the  HHS  OIG  (i.  External  Review  of  Dialysis  Facilities,  A  Call  for  Greater 
Accountability;  and  2.  External  Quality  Review  of  Dialysis  Facilities,  Two 
Promising  Approaches),  as  released  at  the  June  26,  2000  hearing? 

Office  of  Inspector  General  Report:  External  Quality  Review  of  Dialysis  Facilities, 
A  Call  For  Greater  Accountability  (OEI-01-99-00050) 

Recommendation:  HCFA  should  hold  individual  dialysis  facilities  more  fully 
accountable  for  the  quality  of  care  they  provide  and  revise  the  Medicare  Conditions  for 
Coverage  for  dialysis  facilities  so  the  conditions  serve  as  an  effective  foundation  for 
accountability. 

Current  Status:  We  will  address  this  recommendation  in  our  proposed  Conditions  for 
Coverage.  In  our  response  to  the  IG  report,  we  initially  targeted  early  2001  for  the 
Conditions  for  Coverage  NPRNl  publication  date.  However,  given  the  complexity  and 
volume  of  work  before  our  regulations  team,  we  believe  that  summer  2001  is  a  more 
realistic  target  date  for  the  NPRM.  In  drafting  the  NPRM,  we  are  considering  ways  to 
strengthen  the  accountability  of  the  dialysis  facility  governing  body  and  to  reinforce  the 
accountability  of  the  dialysis  facility  medical  director  for  patient  care.  We  are 
considering  whether  to  require  facilities  to  electronically  report  standardized  performance 
measures,  conduct  their  own  Quality  Assessment  and  Performance  Improvement  (QAPI) 
program,  and  establish  internal  systems  for  identifying,  analyzing,  and  addressing  the 
causes  of  medical  injuries  and  medical  errors.  The  Forum  of  ESRD  Networks  and  the 
Renal  Physicians  Association  are  scheduled  to  meet  October  30-31,  2000  in  an  ESRD 
Patient  Safety  Consensus  Workshop  to  discuss  and  potentially  develop  a  list  of  data 
elements  on  patient  safety  that  should  be  collected.  We  are  examining  options  to  allow 
separate  funding  for  the  collection  of  this  data  through  the  ESRD  Networks,  as  well  as 
the  best  way  to  report  the  information  to  the  public.  In  addition,  we  are  considering 
whether  to  require  dialysis  facilities  to  monitor  patient  satisfaction  using  a  common 
instrument  approved  by  the  Secretary.  On  August  8,  2000,  the  Forum  of  ESRD 
Networks  Quality  Improvement  Committee  met  to  discuss  plans  for  developing  such  an 
instrument. 

Recommendation:  HCFA  should  use  facility-specific  performance  measures  to 
encourage  facilities  to  improve  the  quality  of  care  and  to  help  ensure  facilities  meet 
minimum  standards. 

Current  Status:  We  are  identifying  a  core  set  of  performance  indicators  to  be  collected 
regularly  on  all  patients  fi'om  facilities.  We  are  establishing  an  electronic  system  that  will 
allow  us  to  collect  information  from  each  individual  dialysis  center  to  determine  if  the 


566 


center  is  providing  appropriate  care.  This  system  will  enable  us  to  share  these  findings 
with  the  public  electronically.  We  expect  to  begin  testing  this  electronic  system  later  this 
year.  We  also  are  collecting  information  on  1 6  additional  clinical  performance  measures, 
developed  pursuant  to  Section  4558(b)  of  the  Balanced  Budget  Act  (BBA)  of  1997. 
These  measures  were  pilot  tested  last  year  by  ESRD  Networks  using  a  national  sample  of 
dialysis  patients.  They  will  be  collected  this  year,  both  on  a  national  sample  of  patients 
for  quality  improvement  purposes  and  on  all  patients  from  a  sample  of  dialysis  facilities, 
through  the  electronic  reporting  system.  Additionally,  in  another  quality  improvement 
initiative,  the  National  Anemia  Cooperative  Project,  our  ESRD  Networks  have  worked 
with  dialysis  providers  to  improve  the  management  of  anemia  in  dialysis  patients. 

Recommendation:  HCFA  should  disseminate  comparative  facility-specific  reports  to 
facilities.  Network,  State  survey  agencies,  and  the  public  containing  all  of  the 
performance  indicators  in  the  core  set. 

Current  Status:  We  have  developed  fourteen  facility-specific  measures  for  the 
assessment  of  over  3,000  dialysis  facilities.  These  measures  are  based  on  existing  HCFA 
data  and  include  descriptive  information  (e.g.,  name,  address,  phone  number,  type  of 
services  offered)  staffing  information,  and  three  quality  measures  (adequacy  of  dialysis, 
anemia  management,  patient  survival).  From  September  15  to  October  13,  2000,  dialysis 
facilities  will  have  the  opportunity  to  preview  their  respective  data  before  it  becomes 
available  publicly.  We  will  review  any  comments  received  fi-om  the  facilities  for 
consideration  into  the  final  design  of  our  new  "Dialysis  Facility  Compare"  website  on 
www.medicare.gov.  This  website  is  scheduled  for  public  release  in  early  2001 . 
Information  on  the  website  will  be  supplemented  with  other  performance  measures  as 
they  are  collected  on  a  facility-specific  level.  Additionally,  in  a  seven-State  pilot  study. 
State  survey  agencies  have  used  a  composite  score-ranking  list  to  help  them  identify 
potential  facilities  to  survey. 

Recommendation:  HCFA  should  strengthen  the  complaint  system  for  patients  and  staff. 
Current  Status:  A  workgroup  composed  of  our  central  and  regional  office  staff  met  to 
review  and  revise  the  current  ESRD  Network  instructions  regarding  the  complaint 
process.  Currently,  this  group  is  reviewing  revised  draft  network  manual  instructions  that 
include  a  mediation  component.  We  also  plan  to  conduct  pilot  projects  to  test  ways  in 
which  the  Networks  and  the  State  survey  agencies  can  work  together  to  create  an 
integrated  complaint  system.  However,  prior  to  conducting  such  pilot  projects,  we  will 
need  to  determine  if  funding  is  available  for  this  purpose;  and  we  will  need  to  identify 
and  work  within  the  laws  governing  the  sharing  of  patient-specific  data. 

Recommendation:  HCFA  should  enhance  the  role  of  Medicare  on-site  certification 
surveys. 

Current  Status:  We  are  working  to  determine  an  appropriate  minimum  cycle  for 
conducting  Medicare  certification  surveys  of  dialysis  facilities.  For  FY  2001,  the 
President  has  proposed  increasing  funding  for  the  State  survey  process  to  decrease  the 
time  between  surveys  of  dialysis  facilities,  from  every  six  years  to  every  three  years,  so 
we  can  better  monitor  the  quality  of  care.  We  also  are  examining  options  to  establish  a 
minimum  survey  cycle. 
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Additionally,  the  IG  recommended  that  we  require  joint  Network-State  agency  surveys 
for  initial  certification  visits  to  dialysis  facilities.  We  did  not  concur  with  this 
recommendation.  As  we  noted  in  our  response  to  the  IG  report,  the  role  of  the  Networks 
is  to  focus  on  educating  and  improving  facility  performance,  while  the  role  of  the  State 
survey  agencies  focuses  on  investigating  and  enforcing  minimum  requirements.  We 
believe  it  is  important  to  distinguish  these  roles  during  the  initial  survey  process. 

Recommendation:  HCFA  should  hold  the  Networks  and  State  survey  agencies  fully 
accoimtable  for  their  performance  in  overseeing  the  quality  of  care  provided  by  dialysis 
facilities  and  delineate  the  distinctive  roles  of  the  Networks  and  State  survey  agencies  in 
quality  oversight  and  to  provide  direction  on  how  they  should  collaborate. 
Current  status:  We  are  working  to  identify  and  overcome  any  barriers  that  prevent  the 
sharing  of  information  between  Networks  and  State  survey  agencies.  We  will  begin 
further  work  on  this  part  of  the  recommendation  once  we  are  satisfied  that  this 
information  can  be  shared  legally. 

Recommendation:  HCFA  should  foster  greater  accountability  of  the  Networks. 
Current  Status:  We  believe  that  Network  accountability  efforts  should  focus,  in  part,  on 
how  the  Networks  are  using  standardized  performance  data  to  improve  the  overall 
clinical  performance  of  facilities  in  their  region  and  to  ensure  that  poor  performers  meet 
minimum  standards  of  care.  The  Networks  began  a  new  contract  cycle  on  July  1,  2000. 
Their  quality  improvement  project  efforts  for  the  first  year  will  focus  on  adequacy  of 
dialysis.  The  Networks  also  have  performance  indicators  that  show  which  facilities  need 
to  improve  in  this  area. 

In  addition  to  clinical  performance,  we  believe  our  network  accountability  efforts  should 
focus  on  how  effectively  the  Networks  are  using  a  complaint  system  as  a  quality-of-care 
safeguard.  The  Networks  began  using  their  new  Standardized  Information  Management 
System  (SIMS)  in  January  2000.  Through  SIMS  the  Networks  can  categorize  and  log 
complaints  in  a  systematic  way  that  will  allow  us  to  report  on  how  effective  the  Networks 
are  in  this  area. 

Recommendation:  HCFA  should  increase  public  disclosure  of  information  on  Networks 
activities. 

Current  Status:  On  September  1 ,  2000,  we  verified  with  the  Forum  of  ESRD  Networks 
that  the  Compilation  of  Network  Annual  Reports,  which  reports  on  Networks'  activities, 
will  be  available  electronically.  This  will  allow  us  to  put  the  report  on  our  website  to 
increase  public  disclosure.  To  further  promote  the  Networks  to  patients  we  operated  a 
booth  at  the  September  14,  2000  American  Association  of  Kidney  Patients  Meeting.  We 
also  participated  in  the  National  Kidney  Foundation  Meeting  on  September  22  and  23, 
2000,  to  discuss  what  we  are  doing  for  patients  and  how  the  Networks  can  help  them. 
For  example,  we  promoted  our  upcoming  "Dialysis  Compare"  website,  as  well  as  our 
"New  Patient"  information  package,  which  contains  several  resources  to  benefit  new 
ESRD  patients,  including  information  on  the  Medicare  benefit,  as  well  as  a  booklet 
entiUed  "Preparing  for  Emergencies,"  to  orient  the  beneficiary  to  ESRD.  It  also  contains 
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a  letter  of  introduction  from  the  appropriate  ESRD  Network,  information  on  the  state 
agency,  contact  information  for  patient  complaints,  and  a  list  of  other  ESRD  information 
resources. 

Recommendation:  HCFA  should  foster  greater  accountability  of  the  State  survey 

agencies. 

Current  Status:  We  are  working  to  improve  the  performance  and  accountability  of 
State  survey  agencies.  In  FY  2001,  we  will  conduct  training  sessions  for  States  on  basic 
survey  skills,  clinical  issues,  and  the  use  of  data.  We  also  want  to  increase  public 
disclosure  of  information  on  the  State  survey  agencies'  activities.  To  this  end,  we  are 
developing  educational  materials  regarding  the  existence  and  role  of  State  Agencies  for 
public  distribution.  Additionally,  similar  material  was  distributed  at  the  September  14, 
2000  American  Association  of  Kidney  Patients  meeting. 

General  Accounting  Office  Reports  (GAP) 

Recommendation:  Develop  procedures  on  how  and  when  to  use  its  existing  authority  to 
impose  partial  or  complete  payment  reductions  for  ESRD  facilities  that  do  not  meet 
Medicare  quality  standards  for  dialyzer  re-use. 

Current  Status:  We  intend  to  consolidate  and  clarify  current  alternative  or  intermediate 
sanctions,  and  establish  new  authorities  across  all  provider  types.  We  also  are  exploring 
procedures  to  implement  these  sanctions,  as  well  as  additional  sanctions. 

Recommendation:  Establish  procedures  to  facilitate  better  and  more  routine  cooperation 
and  information  sharing  between  ESRD  Networks  and  State  survey  agencies,  particularly 
in  targeting  facilities  for  on-site  surveys 

Current  Status:  We  are  working  to  delineate  more  clearly  the  operational  roles  of  the 
State  survey  agencies  and  the  ESRD  Networks,  and  to  encourage  more  active  cooperation 
between  the  State  survey  agencies  and  the  ESRD  Networks.  In  addition,  we  are 
researching  section  1 160  of  the  Social  Security  Act  ("Prohibition  Against  Disclosure  of 
Information")  in  order  to  clarify  the  legal  issues  regarding  the  release  of  Network  data. 
The  release  of  such  data  will  facilitate  the  public  identification  of  poor  performing 
facilities. 

Recommendation:  Evaluate  its  project  for  using  clinical  outcome  data  to  select  facilities 
for  on-site  review  before  it  uses  such  data  as  a  key  factor  in  the  selection  process.  A  trial 
component  of  the  evaluation  should  be  a  determination  of  the  extent  to  which  the  data  are 
sufficient  to  predict  which  facilities  have  a  higher  likelihood  of  being  out  of  compliance 
with  Medicare's  conditions  for  coverage. 

Current  Status:  We  have  undertaken  a  facility-specific  data  initiative  using  outcomes 
data  on  standardized  mortality  ratios,  hematocrit  levels,  dialysis  adequacy  levels  to 
develop  facility  profiles  to  identify  potential  poor  performing  facilities.  We  are  interested 
in  the  relationships  and  predicative  value  of  facility-based  data.  Of  particular  interest  is 
the  relationship  of  surveyor  results  with  mortality  rates  and  practice  patterns  at  the 
facility  levels.  As  recommended,  we  will  evaluate  the  efficacy  of  the  facility-specific 
data.  We  also  will  use  other  tools  to  determine  which  facilities  to  survey.  These  will 
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include  complaints,  past  inspection  behavior,  change  of  ownership,  and  Network 
information. 

2.  Please  provide  the  committee  with  a  long-term  plan  of  action,  which  will  ensure 
that  the  issues  raised  at  the  hearing  regarding  the  ESRD  program  will  be 
addressed. 

We  have  made  substantial  improvements  in  the  care  provided  to  Medicare  ESRD 
beneficiaries.  For  example,  between  1994  and  1998,  the  percentage  of  ESRD  patients 
with  adequate  hematocrit  (red  blood  cell)  levels  increased  fi-om  55  to  83  percent. 
Additionally,  in  the  same  time  period,  the  percentage  of  patients  receiving  adequate 
dialysis  increased  from  49  to  74  percent.  We  also  know  fi-om  the  U.S.  Renal  Data 
System,  a  joint  HCFA  and  National  Institutes  of  Health  project,  the  overall  one  year 
mortality  rates  for  dialysis  patients  decreased  form  24.9  deaths  per  100  patient  years  in 
1990  to  22.8  in  1997. 

Despite  this  progress,  improvements  in  the  ESRD  program  are  still  needed,  and  we  are 
committed  to  making  fiarther  strides.  We  believe  we  can  do  so  by  focusing  on  the 
patient's  entire  experience  with  dialysis  and  creating  a  culture  of  continuous  quality 
improvement  throughout  the  dialysis  commimity.  This  includes  our  work  on  the  IG  and 
GAO  recommendations  as  discussed  above.  For  example,  expanding  and  improving  the 
information  available  to  consumers  on  the  quality  of  care  in  dialysis  centers  should  help 
foster  renewed  attention  to  providing  high  quality  service  that  meets  beneficiary  needs. 
Strengthening  the  role  of  ESRD  Networks  and  State  survey  agencies,  especially  by 
securing  funds  for  more  frequent  surveys  as  proposed  in  the  President's  budget,  is  critical. 
And  increasing  payments  to  reflect  rising  costs  and  the  severity  of  patients'  conditions,  as 
the  President  is  proposing,  is  also  essential  to  ensure  high  quality. 

Ensuring  high  quality  care  was  a  primary  reason  behind  the  June  OIG  and  GAO 
recommendations  to  improve  the  oversight  of  the  ESRD  Program  in  general.  The 
Balanced  Budget  Act  of  1 997  also  included  initiatives  toward  this  end.  From  these 
recommendations  we  have  developed  ideas  that  together  constitute  our  general  long-term 
plan  to  ensure  beneficiaries  receive  the  quality  ESRD  care  that  they  deserve.  The 
following  action  plan  describes  steps  we  have  already  taken  and  other  steps  we  are 
considering. 

We  have  organized  our  action  plans  into  the  following  categories: 

1.  Clinical  Performance  Measures 

2.  Conditions  for  Coverage 

3.  Data 

4.  State  Agency 

5.  ESRDNet>\ork 

1.  ESRD  Clinical  Performance  Measures  Plan 

In  addition  to  the  above  actions,  we  have  developed  Clinical  Performance  Measures 
(CPMs)  based  on  the  National  Kidney  Foundation  Dialysis  Outcomes  Quality  Initiative 
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Clinical  Practice  Guidelines  for  the  areas  of  adequacy  of  hemodialysis  and  peritoneal 
dialysis,  anemia  management,  and  vascular  access.  We  pilot  tested  the  collection  of  these 
CPMs  on  a  national  sample  of  dialysis  patients  in  1999.  Also  in  1999,  we  merged  the 
ESRD  Core  Indicators  Project  with  the  CPM  Project,  and  the  resulting  combination  is 
now  known  as  the  ESRD  CPM  project.  In  2000,  we  have  continued  to  collect  the  CPMs 
on  a  national  sample  of  dialysis  patients,  and  a  report  describing  the  results  of  this  data 
collection  should  be  available  in  early  2001 . 

When  VISION  is  operational,  which  we  have  targeted  for  the  summer  of  2001,  we  plan 
to  pilot  test  the  collection  of  the  CPMs  on  all  dialysis  patients,  phasing  in  the  system. 
Once  national  implementation  is  achieved  and  we  receive  CPM  data  on  all  dialysis 
patients  from  all  dialysis  facilities,  we  plan  to  disseminate  facility-specific  reports  to  the 
Networks  and  the  dialysis  providers.  At  that  time  we  also  will  determine  which  CPMs  to 
release  to  the  public.  We  fiirther  intend  to  develop  additional  performance  measures; 
however,  this  will  be  dependent  upon  the  publication  of  new  dialysis  facility  conditions 
for  coverage,  the  successful  implementation  of  VISION,  and  the  publication  of  additional 
clinical  practice  guidelines. 

We  have  developed  a  limited  number  of  dialysis  facility-specific  measures  to  report  to 
the  public  using  existing  HCFA  data.  These  measures  have  been  tested  by  consumers. 
As  mentioned  earlier,  we  also  have  developed  a  prototype  design  for  our  Dialysis  Facility 
Compare  website,  which  is  similar  to  our  very  popular  Nursing  Home  Compare  website. 
This  new  website  will  be  a  primary  mechanism  for  distributing  this  information  to  the 
public.  Currently,  dialysis  facilities  are  in  the  process  of  previewing  their  data  before  it 
becomes  available  publicly.  We  expect  to  have  the  site  go  live  with  reports  for  over 
3,000  dialysis  facilities  early  next  year. 

2.  ESRD  Conditions  for  Coverage  Plan 

We  intend  to  shift  from  the  outdated,  process-oriented  requirements  to  patient-focused, 
outcome-oriented  requirements.  This  includes  establishing  a  framework  to  use  patient 
information  to  define  and  measure  outcomes  of  care  for  dialysis  patients.  Further,  we 
plan  to  increase  emphasis  on  specific  health  and  safety  standards  such  as  water  quality 
and  infection  control,  physical  environment,  patient  assessment  and  monitoring,  and  care 
at  home.  We  expect  that  accomplishing  these  ends  will  call  for  requiring  electronic 
reporting  of  data  to  HCFA  by  all  dialysis  facilities  through  our  Vital  Information  System 
for  Improvement  of  Outcomes  in  Nephrology  (VISION).  VISION  contains  facility-based 
data  and  is  used  by  facilities  to  report  information.  We  also  are  exploring  mandating  that 
each  dialysis  facility  develop  and  monitor  a  Quality  Assessment  and  Performance 
Improvement  (QAPI)  program  encompassing  such  things  as  adequacy  of  dialysis, 
nutritional  status,  anemia  management,  standard  mortality  data,  emotional  and  social 
well-being,  and  rehabilitative  status.  The  QAPI  would  include  the  collection  of  patient 
satisfaction  information. 

We  also  are  planning  a  facility  QAPI  program  including  certain  performance  measures 
(e.g.,  adequacy,  nutrition,  anemia  management,  quality  of  life  and  rehabilitative  status)  to 
be  reported  electronically  to  us.  We  would  require  minimum  performance  levels  for  each 
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performance  measure,  enabling  us  to  hold  facilities  accountable  to  develop  internal 
performance  improvement  plans  to  meet  minimum  performance  levels. 

3.  ESRD  Data  Plan 

We  have  a  number  of  data  systems  that  we  plan  to  update  in  order  to  achieve 
improvements  in  ESRD  care.  These  include: 

Renal  Management  Information  System  (REMIS) 

Our  plans  include  making  a  complete  transition  to,  and  ongoing  improvements  in,  the 
REMIS  system,  which  is  a  federal  system  containing  patient-specific  data.  This  system 
will  incorporate  new  features  and  be  more  user- friendly  than  our  previous  system.  We 
intend  to: 

•  Purchase  development  software, 

•  Create  an  analytical  database, 

•  Institute  online  transaction  processing,  including  a  Web-based  application  to  facilitate 
the  use  of  this  system, 

•  Create  a  process  for  calculating  facility-specific  measures  for  dialysis, 

•  Continue  work  on  our  Dialysis  Facility  Compare  website,  and 

•  Include  VISION  data  processing  in  REMIS. 

Standard  Information  Management  Svstem  (SIMS)  - 

SIMS  standardized  the  Network  databases  and  allowed  them  to  conduct  business  in  a 

more  uniform  fashion.  Our  plans  to  improve  this  system  include: 

•  Implementing  standardized  reporting  features, 

•  Enabling  SIMS  to  accept  and  maintain  VISION  data, 

•  Enabling  SIMS  to  accept  and  maintain  Clinical  Performance  Measure  (CPM)  data, 
and 

•  Connecting  HCF A  Regional  and  Central  offices  to  the  system. 

Vital  Information  System  for  Improvement  of  Outcomes  in  Nephrology  (VISION) 
As  mentioned  above,  VISION  contains  facility-based  data  and  is  used  by  facilities  to 
rep>ort  information.  After  gathering  input  from  a  variety  of  sources  within  HCFA  and  the 
Networks,  we  intend  to  pilot  test  the  VISION  system  with  willing  ESRD  facility  chains 
to  gain  their  hands-on  input  and  take  advantage  of  their  suggestions.  In  order  to 
incorporate  the  VISION  system  we  plan  to: 

•  Deliver  software  to  facilities, 

•  Train  Networks,  Facilities,  and  State  Agencies, 

•  Begin  VISION  transmissions  to  a  Central  R'^pository, 

•  Incorporate  QAPI  requirements, 

•  Potentially  incorporate  medical  errors/patient  safety  requirements,  and 

•  Potentially  incorporate  patient  satisfaction  requirements. 

In  addition  to  these  systems  activities,  we  will  be  reviewing  the  forms  we  use  to  collect 
data.  The  Office  of  Management  and  Budget  requires  that  we  review  these  forms  to 
ensure  the  utility  of  the  data  elements  they  include.  Additionally,  a  review  of  these  forms 
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moves  toward  compliance  with  the  Government  Paperwork  Elimination  Act,  which  we 
must  implement  by  October  2003.  The  review  of  data  elements  on  the  forms  also  is  a 
preliminary  step  to  putting  the  forms  on  the  Web  and  allowing  electronic  submission  of 
data.  We  intend  to  establish  a  committee  that  will  include  representatives  from  the  renal 
community  to  review  all  existing  data  elements  and  make  appropriate  revisions.  To 
complete  this  process  we  will  need  to  revise  the  Renal  Facility  Forms  Manual,  distribute 
the  Forms  Manual  to  facilities,  and  revise  all  systems  and  programs  to  incorporate 
changes  to  forms,  including  developing  and  implementing  a  training  plan  for  facilities 
using  the  new  forms. 

Another  project  we  have  begun  is  an  ESRD  Data  Dictionary  to  standardize  the  definitions 
of  elements  in  the  Core  Data  Set.  Standardized  definitions  are  important  for  sharing 
information  across  industry  organizations,  including  outcomes  information  and  quality 
indicators.  For  example,  currently  some  organizations  use  the  day  the  patient  enters  the 
operating  room  as  the  "date  of  transplant,"  while  others  use  the  day  the  patient  leaves  the 
operating  room.  The  Data  Dictionary  will  standardize  the  date  organizations  use,  making 
sure  that  all  parties  can  understand  each  other's  data  and  communicate  accurately.  Once 
we  have  developed  definitions  for  each  element  of  the  Core  Data  Set,  we  will  seek  input 
on  the  Data  Dictionar>'  from  the  renal  community  prior  to  its  publication. 

4.  ESRD  State  Agency  Plan 

We  are  working  to  increase  the  resources  available  for  surveying  dialysis  facilities,  to 
improve  the  surveying  process,  and  to  communicate  more  information  to  the  public  about 
the  role  of  States  in  the  inspection  process.  The  President  has  proposed  that  the  State 
survey  agencies  be  funded  to  provide  more  survey  coverage  in  2001,  increasing  Siu^ey 
frequency  from  once  every  six  years  to  once  every  three  years.  We  plan  to  farther 
increase  that  frequency  level  to  once  every  two  years. 

Additionally,  we  plan  to  improve  the  survey  process  by  providing  the  surveyors  with 
more  data.  The  data  is  intended  to  help  surveyors  select  facilities  to  inspect  and  to  help 
them  structure  the  survey  process.  We  also  are  improving  the  survey  process  by 
providing  and  evaluating  training  programs  for  surveyors  on  basic  surveying  skills, 
clinical  issues,  and  the  use  of  data  in  the  survey  process.  Four  new  fraining  sessions  have 
been  scheduled  for  2001 . 

5.  ESRD  Network  Plan 

We  are  working  with  Networks,  States,  and  Regional  Office  staff  to  develop  a  way  to 
make  the  complaint  process  easier  and  more  responsive  for  beneficiaries.  We  also  intend 
to  work  with  Networks,  States,  and  our  staff  to  develop  the  OIG-suggested  template 
elements  for  an  effective  complaint  system,  and  to  develop  pilot  projects  to  further 
establish  a  complaint  process  that  will  be  coordinated  with  State  survey  agencies.  We 
will  work  with  Networks  and  State  survey  agencies  to  develop  a  plan  for  collecting 
patient  satisfaction  information,  including: 

•  Assessing  current  instruments  and  measures  available, 

•  Developing  instrument  measures  through  a  proposed  rule,  and 

•  Developing  a  collection  mechanism. 
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In  addition  to  the  above  activities,  we  intend  to  promote  the  role  of  Networks  and  States 
using  the  Internet  and  informational  brochures.  Along  with  this  we  plan  to  develop 
policy  to  delineate  the  roles  of  Networks  and  State  survey  agencies  in  improving  quality 
of  care.  We  also  have  developed  a  "New  Patient"  information  package  that,  as 
mentioned  above,  contains  several  orientation  resources  to  benefit  new  ESRD  patients. 
These  include: 

•  information  on  the  Medicare  benefit, 

•  a  "Preparing  for  Emergencies"  booklet, 

•  a  letter  of  introduction  from  the  appropriate  ESRD  Network, 

•  information  on  the  state  agency, 

•  contact  information  for  patient  complaints,  and 

•  a  list  of  other  ESRX)  information  resources. 

We  will  distribute  these  materials  beginning  in  October  2000. 

Ensuring  that  all  of  Medicare's  beneficiaries  receive  the  high  quality  care  they  deserve  is 
our  top  priority.  The  five  plan  categories  discussed  above  represent  ways  we  are  v/orking 
to  improve  the  quality  of  care  our  ESRD  beneficiaries  receive.  We  are  making  strides  in 
improving  ESRD  care,  and  we  are  committed  to  continuing  this  progress. 
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